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BIOMEDWAL RESEARCH AND RESEARCH TRAINING 
• . AMENDMENTS OP 1978 



WKDNSSDAY, KABCH 1, 1978 



. • HousK o]^ Befresektatxves, ' ' 

. SuBCOuocnTEE ON Health and the Environment, " 

Ck)M31ITTEE ON InTEBSTATE AND'FoREION CoKMERGE, 

Waahingtony D.O. 

The suhcommittee met jpursuant to notice, at. 10:30 aon, in room 
2322, Kaybum Building, Hon. Paul G. Rogers, chairmilh, presiding. 

Mr. RodER8. The subcgmmittee will come to order, please. 

This momine the subcommittee will review the leeislation to re- 
vise and extend the programs of assistance for librfenes/of medicine, 
the procram^ of^t^e National Heart, Eung, and Blood Institute, the 
National Cancer Instiiute, and the r^arch training program for the 
National Research. Service Awards.. 

0 This morning i? the first of a series bf{i3 days of hearing on H,R. 
40908, H.R. 10190^ -and all similar bills to revise and extend these 
bi()mcidical research aad research training authorities which expire 

/ on September 30, 1978, 

^We have recently introdudied this legislation. For instance, the 
biomedical! research and research training amendments of 1978 pro- 
'pose a revision and 3-year extension of all the expiring biomecucal 
research^ and research training; authorities. fiJB. 10190, the Cancer 
Preventioii Act of 1978, introduced by Mr. .Maguire, proposes a fe- 

1 vision .and extension of the authorities for tne activities of the 
National Cancer Institute. 

I would ask unanimous consent that the text of these bills! H.R.' 
10908, H Jl. 10062 and H.R. 10190, be placed in the record at this " 
point, and without objection it is so ordered. , 

[Testimoiw resumes on p. 25.] 

XText of H.R. 10908, H.R. 10062,-and H.R. 10190 follows:] 



~""ttR. 10908 



JN THE HOUSE QF EEPEESENTATIVES - 

FsitnitABT 0,1978 : 
Mr. BooERs introduced the following bill ; which was refeired to the Com- 
niittoe on Interstate and Foreign- Coiiuuei'ce 



A BILL 

-* i ■■ * 

To amend the riibli^Health Service Act to revise and extend 
the proginms.of a«tsi8tince for lihrarii^ of medicine and the 
programs of the National Heart, Lnng, and Blood Institute 
and the^Xational Cane ;r. Institute, to revise and extend the 
program for National J Research Service, Awards, and for 
other purposes. / * * 

l' ' Be it enixcied by the. Senate and House of Re^esenta- 

^ Hvcs of ike' United Stat^ of America in Congress osserrMedy 

3 > Section L (a) This Act may be cited as the "Bio- 

4'* medical Besearch and Research Training Aminndmcrits . of 

5 1978". . - 

6 ^ (h) Whenever in tliis Act an .amondmont'^r repeal is 
'7 expressed terms of an amendment to, or repeal of, a 
8 section or. other provision, the reference shall ^ considered 



r 



tCsa sectic 



1 to hejca&ie tt^sa section or other provision of the PiiHir* 
_ 2—11^1 til Service Act, 

3 TITLE Ir-llBRiVRIES OF MEDICINE 

4 Sec, lOL Section 390 (c) is amended by striking out' 

5 "and" after "1976," apd by inserting before the period the 
following: ", $15;000,000 for the fiscal year ending Scptom- 

7 bcr 30, 1979, $16,000,000 for the fiscal year ending Septcm- 

8 ber 30, 1980, and $17,000,000 for the fiscal year ending ^ 
0 September 30, 1981", 

10 Sec, 102, Section 383 is amended (1) "by striking out 

11 "by the President, by and^-ith tlie fidvice and consent of 

12 the .Senate" in the first sentence of subsection (af and insert- 

13 ing In lieu thereof "l)y\ the Secretary", and (2) by striking 

14 out ."by the Tresident'^ in the first sentence of subsection 
T:5"^e)_and inserting in lieu thereof "by the Secretary". I 

16 T^ii n-^PItOGK|^OF THE N^^^^ 

17 HEART, LUNG, AND BLOOD INSTITUTE | 

18 , ^EC. 201, (a) Section 414 (b) is* amended by striking 

19 out "and" after "1977," and by inserting before the period 
''20 *\ $40,000,000 for the fiscal year ending September 30, 

21 i979, $45,000,000 for the fiscal year ending September 30, 

22 1 f>80, and $50,000,000 . for the . fiscal year ending Saptcm-. 

23 ber 30, 1981". ^ [ 

» 

/ 

24 : (b) Section 41 9B is amended by striking out "and" 

25 after "1977," and by inserting before the period the follow- 



1 ,ing: $460,000,000 for the fiscal year ending Septem- 

2 ber 30, 1979, $505,*000,000 for* the fiscal year endiiig 
3 . September 30, 1980, and $550,000,000 for the fiscal year 

4 ending September 30, 1981". 

5 ^ Seo. 202. (a) Section 413 (bj (2) is amei^cd-by 
G striking out ^'submit to the President for transmittal to the 

7 Congress a report" and insertiiig in lieu thereof ^submit a 

N 

8 report to the Sccretaiy, for simiUtaneoiis transmittal by the* 

9 Secretary, not later than November 30 of each year, to the 
^ 10 President and to the Congress,". 

11 (b) Section 418(b) (2) is amended by inserting "by 

12 the Secretary" after "transmittal". ' ^ 

13 Sec. 203. (a) Section 412^(5) is amended by striking 

14 out "make available" and insfii-ting in lieu thereof "make 

15 available on- a timely basis". . * 

• - J . , 

16 (b) Section 413(d) \s amended (1) by striking out 

17 "to provide" iiv the first sentence and inserting in lieu 

18 thereof "to provide on a timely basis", and (2) by striking 
^9 out "diet" in the second sentence* and inserting in ilcu 

20 thereof **diet and nutrition, environmental pollutants". 

21 Sec. 204. Section 415(a) (2) is amended b^^dmg 

22 after subparagraph (D) the following:\^ \ 

23 '^(E) Programs of continuing educatibn for health 

24 professions and aUied healttj^lofessions personnel in the 

25 ditignosis, prevention, and treatment of su^h diseases 
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1 , and iiifonnatlQn programs for th^atilw respecting the 

2 ' pf<^vention mid early diagnQsis_ au<l_.treatmeiit of sucU . 

3 .vdiseasesA , : 

4 TITLE in^rfiplGIlAMS, OF THE NA^^ 

5 , CAXCER INSTITUTE 

|6 Sec. 301. (a) Section .409 (b) is amended by striking 

' 7 .out "and" after ''l977/\and by inserting before the period 

8 the follo;wing: '^-^^OOOjOOqjor; the fiscaj year ending 
9 . September 30, 1979, $88,000, QOpior the fiscal, year ending 

10 September 30, 1980, and $90^000,000- for the fiscal year 

11 ending September 30^1981". 

12 . (b) Section 410C is amended by striking out "and-' 

13 after "1977;^' and by iuscitiiig before the pcnod the follow- ^ 
14* ing: ", $924,000,000 for the fiscaj year ending Sei)tem- 

15 bcr 30i iim;^!^^ftOO for the .fiscal year ending 

16 September t|0, 1980^ and $930,000,000 for the fi:?cal year . 

17 ending September ^30, 1981". 

18 Skc. 3d2. Section 471 is ; unbended to read as follows: 

19 - "Al>rpWTMENT* OF THE DIEECTOR OF THe" I^ATIONAL 

20 . INSTITUTES OP lanSALTH 

21 . "Sec, ;471. The Director of die National Institutes of 

22 Health shall be appointed by the President by ajid with the 

23 advice and consent of the Senate.". . , 

24 . Sec. 303. (a).{l) Subsection -(a) (2) of section 410B' 

25 (a) (2) is amende^ by striking oat "President" in subsec- 



" . ^ - ' Ml • . .... , . 

1 -tibns (a) (2), (l>) (l)/ (b) (4)^ aud (c) and-iM^fUng 

2 in lieu thereof "Secretary''. 

.3 (2) (A) Subsection (a) of such section id amended by 

4 striking out "twenty-tliree", and inWing in lieu thereof 

5 "twenty-nine". ^ ^ 

6 (B) Sifbsection (a) (1) of such section is amended by 

7 inserting aftef "Veterans' Administration" the following: 
. 8. *\ tte/Director of the National Institute for Occuptional 

9 Sflfe^ and Health, the Director of tbc National Institute of 
1^ Environmental Ilealth Sciences, the •l^crctary oLLahor, the 

11 .Comniissioner of the Food and Dmg Administration, the 

12 Administrator of the Environmental Protec^ba Agency^ the 

13 Chairman of the Consumer Product Safety CoWiission". 

14 (3) The second ueuteuce of subsection (a) of such sec- 

15 tion is amendi^d bjrjstriking out ."and not more" and inserting 

16 in lieu thereof ", not more"* aud by inserting before the 

17 period ", aud not less tl^an thi'ce of the appointed members 

18 shall be individuals knowledgeable in environuieutul carciuo* 

19 'genesis (including carcinogenesis involving occupational and 

20 * dietary factors) ". 

21 ^ (4) Subsection (g) of such section is amended by striV 
22. iug out "a n>port to the President for transmittal to the 

2 23- Co^ress not later than tTanuary 31 of each year on the prog- 

24 ress" and inj^crting in lien thereof "a/ report to the Secretary, 

/ ^ 

25 for simultaneous transmittal by the;Secretary, not later than 



1' November 30 of eacli year, to the President and to the Con- 

2 gross, oa the progress during the precedmg fiscal year". 

3^ ^ (b) The amendments made by subsection (a) of this 

4 section respecting the manner* of appointing members of the 

5 National Cancer Advisory Board and the; composition of 
such Board shall apply with respect to appointments made 

7 to the Board i^lW|;jhe date of the enactment of this Act, and. 

'8 the Secretary of Health, Education, and ^Welfare shall make 

•9^ appointments to such Board after such date in a manner 

10 which will bring about, at the earliest feasiblc^^ne, the 

11 composition prescribed by snch amendments. 

12 ' Sec. 304. Section .410A(b) is amended (1) by sti-ik- 
;13 ing out "end of each calendar year" and inserting in lieu 

14 thereof" "end of each fiscal year", (2) by striking out "sub- 

15 nrit to the President' for transmittal to the Congress" and 

16 inserting in lieu there of "submit to the Secretary, for sunulta- 

17 • neous transmittal by the^ Secretary, riot lat(?r than Novem- 

18 ber 30 of each year, to the President and to the Congress,", 

19 and (3) by striking out "the preceding calendar year" and 

20 inserting in lieu thereof "the preceding fiscal year". 

21 Sec. 305. Subsections (a) and (b) of- section 408 are 

22 each amended by striking out "clinical research, training, 

23 and demonstration of advanced diagnostic and treatment 

24 methods relating to c^inccr" and inserting in lieu thereof 

25 "clinical research into, training in, and demonstration of. 



• 1 advanced (Cagiiostit^ prcvouiiou/aiid troatmcut methods for 

2 cancer". ' 

3 * .Sec. 306. Paragraph (7) of section 407(b) is amended 
. 4 to read as foltows: . " 

.iV" " ■ * ~ ^ ■ • • 

5 ^ * (7) Support appropriate programs of education 

6 (including continuing education) and training in funda- 

7 ^icntal sciences and clinical disciplines, for investigators, 
8 . ■'physicians, and allied health professions personnel for 
9 , participation in cliiucal programs- relating to cancer, 

10 ' including the use of training stipends, feljowships, and 

11 career awards.". . 

12 • TITLE IV-NATIONAHIESEARCH SERVICE 

13 AWARDS - 

Jr^ ^ ' Seo. 401.-:iSubsection (d) of section 472 is amended 

15* by striking out "and" afte^""1977," and by inserting before 

16 the period at the end of the first sentence the following: 

17 ","$220,000,000 for the fiscal year ending September 30i 

18 1979, $240,000,000 for the fiscal year ending Sepicmber 30, 

19 1980, and $260,0&0,000 for the fiscal year ending Scptcm- 

20 ber 30, 1981". ^ ' 

21 . Sec. 402. Subsection (a) (3) of such section is amended 

22 by striking out ' "as determined under section 473" and 

23 inserting in lidta thereof "as ^determined by the Secretary 

24 after review of the most recent results of the study prescribed 
25* by section 473 (a)". 

v46 



1 Sec. 403. Paragmpli (4) of subsoctioii (b) of sudi 

2 . section is amended to read as follows: 

3 " (4) The period of any National Keseaieh Service 

4 Award made ^ any individual under sabseetion (a) may not 

5 exceed— 

"(A) five years in the aggregate for predoetoral 

7 draining, and 

8 " (B) three years in the aggregate for post<loctoral 

9 training, - ^ - , , , . 

10 unless the jSecrctary ior good, cause shown waives the a]>- 

11 plication of such limit to such individual.". " 

-12 Sec. 404, The first sentence of subsection (b) (o) of. 

13 such section is amended by inserting after "dependency al- 

14 lowances" the following: adjusted periodically to reflect 

15 increases in the l^st of Uving". 

IG Sec. 405. (a)(1) Sabsectioi^; (c) (2) (B) of such 

17 sfection is amended by striking out "twenty mouths" , and . 

18 inserting in Ueu thereof "twelve months". 

19 ~ (2) Subsection (c) (4) (A) of such section is amended 
fiq by striking oat "A=^^^^~^y and hiserting in lieu thereof. 
2l\^"A=>(^=2)". 

22 (b) The amendments made by 'subsection (a) .shall 
23-^pply only with respect to Nadoiial - Research -Venice 

24 . Awards made under section 472 of the Public Health Servicq 

25 Act after the date of the en&ctment of this Act 
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1 Sec. 406. Subjection (dj of such section amended 

2 ( I ) l>y striking out "25 per centum" in tiie second scnteuco 

3 and inserting in lieu thereof "15 per centum", and (2) by 

4 inserting before the period "and not less than 50 per ccutimi 

5 shall be made available for grants under subsection (a) (1) 

6 ' (B) for National Roseajceh Service Awards". 

7 . Sec. 407. Sectipjx 473 (c) is amende^ by striking out- 
*8 ""not later , than September 30 of each year" and inserting 

- 9^J^mcuJ}iereof "at least once every three years'/. / 

10 ^ : TITLE V^MISCELLAiTEOUS 

11 Sec 501. Section 301 is amended by addjj^ after and 

12 below paragraph (h) the followmg: • 

13 "The Secretary may make available to iudivduals an4»en- 

14 titles, for biomcJivJtJ and behavioml research, substances, 
1.7 and livuig organisfifis-If he dotermhics that the substances or 

16 organisms, to be. made available are not otherwise available 

17 in sufficient quantity for such research or that by promotmg 

18 uniformity in the substances and -organisms used in such' 
ig research there will be significant improvement in the results 

20 from it. Such substances imd organisms shall be made avail- 

21 able under such terms and conditions (including payment 

22 for liem) as the Secretary detennines appropriate.": . 

23 Sbc. 502. Secdon 439 (g) is amended by stri^mg out 

24 the last sentence. « i 
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1 Sec; 503. Title IV is^ amended by inserting after sec-. 

2 tion 476 <lie following new section:. ' ' - 
- 3. \ "experts and consxjlt!aijts 

4 "SecA477* The Birefctor of the National Institutes of 

5 Health mav obtain (in accordance with section 3109 of 

6 title 5, United States Code^ but Vthbut regard to the limita* 
7. tion in such jsection on the number of days or the period of 

8 service) the services of expeits and consultants for the Kar 

9 tional Institutes of Health and for each of the research, inif-: 

10 stitutes (other than the National- Cancer Institute and/^the ? 

11 National Heart, Lung, and Btood Institute). The, number 
12^ of experts and consultan'ts which may be obtained under this 
13 s^tidn in any fiscal year may «ot exceed ^\5^er centum of 
14. fixe number of / j^^ employees enaployed^iir tji» pre- 
15 ceding fiscal yea> in tfie National Institutes of Heaftfa and 



16 feach of the /research institutes : (other than thie National 

17 Cancer Institute and the National Heart, Lung, and Blood ^ 
IS Institute)/*. | . , 



H. R. 10062 



IN THE HOUSE OF KEPRESENTATIVES 

' . NOVMBEB 4,1077 ^ 

Ulr. Sta<mier8 introduced the following bill; which^was referred to the Com- 
mittee on Interstate and Foreign Commerce 



To amend title ;V 6i the Act to provide 

1 Be it enacted by iJie Senate and House of Bepresentor 

2 Mves of the United StcUes of Americd in Congress assembled, 

3 Thkt title V of the Pnblio Health Service Act is amended 

4 by adding at the end the following new section: 

5 ^ "CAKCEK BSSBABOH AWABDB . 

6 "Sec. 514. (&) (1*) The President is a^uthorized to make 

7 ' an annual award to be known as' the "President's National : 

8 Cancer Besearch Award'* to any individual who hab con- 

9 ducted, during the calendar year preceding the year in w^ch 

10 any such award Is made, the project or projects making the 

11 most meaningful contribution in the United States \o the ' 
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1 prevention and treatment of cancer. Each recipient of sncli 

2 award shall ^receive an appropriate citation /and a prize of 

3 $50,000, except that if more; than one individual receives 

4 such award in any year, s^fi sum shall bo divided equally 

5 among all such recipients. / ^ 

6 ^ "^2) The President is further authorized, to make an 

7 aimual award to be lyaown as the*^"^^cs^ident's State Cancer 

8 Kesek'ch Award" to at lei!s?^ individual residing in each 

9 State who has conducted, during the calendar year preceding 

10 the year in which any such award is made, a project' making 

11 a meaningful contribution, tdl tlie prevention and treatment 

12 of. caiicer. Each recipient of such award shalh receive an 

13 appropriate citation and a prize of $5,000, excfept that if in 
1** any State more than one individmil receives such award in 

15 any year/such .sum shall be divided equally amoiig all' such 

16 recipients ?n such State. i > 

■■- '^^^ / ■ 

17 '* (3) The awards descriljed in this subsection shall be . 

18 nnide on the basis of reconunendatious sub'njitted to the ; 

19 President by t^ National Cancer AdviiJoiy Board (herc- 

20 inafte/Ai this section referred to as the "Board") pursuant 

21 to subsection (b) (2) of this section. 

.22 ''(b) (1) Each year tlie Director of the Xational Can- 

23 cer Institute (hereinafter in this section referred to as the 

24 "Director") shall: review, to the maximum extent prac- 

25 ticable, the cancer research projects Ijcin^ conducted in tlie 
^6 U;iited States in order to determineJ whether any such proj- 
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1 eclr should be referred to the^ Board for considemtion under 

2 panigrnph (2) of ^tbis section. Not later than 

[\ of each year, the Director shall refer to the Board any 

4 project whicn, in the opinion of the Director, deserves spe- 

5 cial consideration because of its significant contribution to 
G the preventiou and treatment of cancer. In making any such 

7 iefcOTl, the Director shall designate the individual or indi- 

8 . viduals responsil^le for conducting such pngect, an(^ the.' 

9 Director shall provide tlie Board%with a ^tateiuenl*of reasons 

10 for such referral and such other appropriate supportuig ma- 
11^^ tcrials as the Board may request*. 

12. Each year tlwj Bward-shall evaluate the projects 

13 referred to the Board b^* Ihe Dircctor*pursuant to paragrajk- 

11 (.1) of this sul)sectiou in order to determine which iiftlU^ 
,15 viduals, if^ any, should be reeonunended by the Board to- 

ii'} the President for cousideratioii for the awards described in 

.17 subseetiou (a) of tlys section. The Board slinllM-eeommend 

18^ to the Presideut before ..October 1 of . each year those indi- 

19 viduals whom the Board has determined should receive 

20 such ronsideratiou and shall specify which award is appi;p- 

21 priate for any. individual 'jso rect>nniiended. The Board shall 

22 incljule with its recommendations *a statement ^f reasons 
2:J for each Tecoininendatiqn and such other appropriate sup- 

24 portint;^ materials as the President may request. 

25 '*'{c) For purposes of this section — 
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1 "(1)'' the. term 'Statf meana any of the severaf, 

2 States and the District of Columbia; ahd 

3 " (2) the term '.United States', when used in a 

4 geographical sense, -includes the United Stat;es and any 

5 place subject to its jurisdiction.". ^ 

C . Sec. 2. Section 2 (f) of the Public Health Service Act 

7 is, amended by inserting ''514(c) (1)/' after "361(d) /\ 
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, IN THE HOUSE OF EEPKESENTATIVES . 

. ^ r DEciiciEB 1,1977 . 
Mr..MAfluntE introduced die . followi^ was refcri'cd to the Com- 

mittM on Interstate and Foraign CotnmerdB 



A BILL 

Q'o amend 4jtle IV of the Publjc Ilcalth^Service Act to pro- 
? vide for an expanded research progi-am for the prevention 
of environmental' and' occupational cancer, and for other 
. purposes, ♦ ^ 

1 " Be it. enacted by the Senate and House of Representa- 

2 tives of the United States of^Amerka in Congre^ assembled, 

3 That this. Act may be cited as the "Cancer Prevention Act 

4 of1l978'\ ^ 

5 Sec. 2. Part A of title IV of the Public Health Service 

6 Act is amended — 

' ' ' f 

_ V (1) l>y striking out S3ctipn 404 arid by redesignat- 

8 ing -sections 405 through 409 ai^ sections 404- through 

9 408, respectively ; / 

- ■ ■■" . ■ / • . • ■ 
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( (2) >n section 403 (c) "by striking out "section 404" 



.2 

■a 


and inserting in lieu dicreof "section 410B^(d)"; 

(3) in section 406(b) (4) (as so redesignated) by 




Inserting "(A)" after "(4)'" and bjTuiserting before. 


-5 


the period the following: and (B) \nducl; a. study 


.j6 


and submit a report to the Congress, not%ter than one 


7 , 


..year after the eiTeetive date of this subparagraph, of 


. .8 


. issues, eoriceming and recommendations relating to the , . 


9 


feasibility of establishing an integrated , national data \ . 


30 


base or registry whicil would (i) assist Federal, State, \ 
nnd.otlier appropriate agencies in locating persons ex- 


11 


12 , 


posed to carcinogens and referring such plsrsons to appro- ' . 


13 


.printe healtli agencies, and (li) ifacilitate studies of the 


14 


effects of suspected carcinogenic snb§tanc«s on human 


15 


beings"; - ^ . ' 




(4) in section 406(b) (1) (as so redesignated) by 


17 


inserting "(A)" after "(l)"'and by inserting before' 


18 


the period the following: and (B) implement an 


19 


expanded and mtensified research program for the pre- 




vention of cancer caused by occupational or environ- 


21 


mental exposure to carcinogens, which program shall 


22 


include as appropriate ammal ai^iumwi epidemiologi- 


2^ 


cal studies of chemrcal and physical substances": 


24 


(5) in section 407(a) (as so redesignated) * by 


25 


amending the first sentence to read as ^ows: "The 
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Director of the Jfatioijal Cancer_vlnstitutc may provide 
for the .establishment of new centers for research, train- 
ing, and demonstration of advanced" methods relating 
to the prevention, diagnosis, and treatment of »eancer."; 

(6) in section 407 (b) (as so redesignated) by — 
(A) strikmg out "chnical research/ training, 

. and demonstration of advanced diagnostic methods 
relating to cancer" , and inserting ui heu thereof 
"research, training, and demonstration of adyanced 
methods relating to the prevention, diagnosis, and 
treatment of cancer" ; • , . ' 

^ (B) striking, out "section 4p5", and inserting 
in lieu thereof "section 404" ; 

(C) striking out "and"^ before " (4) " ; and ■ 

(D) inserting "> and (5) research into ^he. 
identification and prevention of occupational and. 
enyironmental cancer" after "(4) demonstration, 
purposes"; ^ -^^ 

(7) in section 407 (as so redesignated) by insert-"^ 
ing including cancer caused by occupational or en- 
vironmental exposuriB to carcinogens" aftier "cancer" 
wherever it appears; j : 

(8) by amending section -408 (a) (as «o redesig- 
nated) to readas follows:' .J 
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1 /'cancer COKTliOL PROGRAMS 

2 *'Sec. 408. (n) The DHrcctor of tie National Cancer 

3 Institute, in cooperation with industiy^abio^^ State, and 
^j__Ffid^^^<i€partnients and agenpies^and other Tidalth agen- 

5- cics, shall estahlish programs in diagnosis, prevention, ^and 

6 treatment of cancer, including progrnms to identify and 

7 screen populations having a high risk for .developing cancer 

8 because of occupational or environmental exposure to known 
f> or suspected Cnrcmogens."; 

10 (9) by adding after section 408 (as so rodesig- 

11 ^ ^^ ^the following new section : , 

12 ' " "COORDINATIOX W^TII OTUKR AGENCIES 

.13 "Bec. 409. (a) The Director of the National Cancer 

14 Institute, upon request of the head of any other appropriate 

15 entity of the executive or legislative branch of the Govern- 

16 ment of the United States, shall enter into a contract undet ' 

17 subscctiwi (c) of this section with the head of such entity 

18 to provide siicli entity with assistance in evahiating the car- 

19 einogeiiicity and mutagenicity of chemical and physical sub* 

20 stances. In canying out his duties under this section, the 

21 Director shall' upon request assist the Administrator of the 

22 Environmental Protection Agency in evaluating and moiii- 

23 toring the testing condnetod by nongovommontal labora- 
2A tories. under section 4^ of the Toxic SubWnnces Control Act 
25 (1) studying the scicntiiic quality of such testing,* (2) 
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1 reviewing the data and conclusions derived from such testing, 

. 2 (3) reporting the results ^such studies and reviews to the 

3 Administrator, and (4) making such recommendations to 

4 the Administrator respecting such testing as the Director 

5 deems iidvisable. 

6 " (b) The Director of the National Cancer Institute 

7 shall publish an annual report which contains— 

8 "(1) a list of all known or suspected carcinogens . 

9 to which a significant number of persons residing in the 

10 United States are exposed; 

11 "(2) information concerning the nature of such 

12 exposure and the estimated number of persons exposedcto 

13 such carcinogens; and 

14 , "(3) an evaluation of the eflScacy of the existing 

15 regulatory controls designed to reduce or eliminate 

16 exposure to carcinogens, Jind , recommendations respect- 

17 ing ways in which such controls could be. improved. 

18 "(c) If any entity requests assistance under subsection 

19 (a) of this section, the Director of the National Cancer Insti- 

20 tute shall enter into a contract with the head of. such* entity 

21 for full reimbursement for the costs of providing such 

22 assistance."; , . 

23 (10) in section 410(a) (8) by inserting and 

24 betVeen the National Cancer Institute and any other / 

25 appropriate entity of the executive or legislative l)i-ancli 
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1 of the 'Govertiment of the United States" before .the 

2 semicolon; ' # 

3 (11) by ani«|iding section 4 lOB (a) (1) to read as 

4 follows: ' 

5 "(1) Tht Secretary, the Director of the National 

6 V Institutes of Health, the Director of the National Insti- 

7 tute for Occupational Safely and Health, the Director of 

8 the National Institute of Environmental Health Sciences, 

9 and the Chairman of the Council of En vironniental 

10 Quality, shall be ex officio members' of the Board."; 

11 (12)- in section 410B (a) by striking out paragraph 
12' (2) and all that follows such paragraph and inserting 
13 in lieu thereof the following: 

" (2) Twelve scientists or physicians, appointed by 

15 the Secretary from^ persons who^are amoiig the leading 

16 scientific or medical authorities outstanding in the study, 
I*^ diagnosis, . or treatment of cancer or in fields related 

IS thereto. i 

? , ■ 

19 "(3)_ Six appointed by the Secretary from the 

20 general public. 

21 Of the members appointed under paragraph? (2) and (3) 

22 of this subsection, at least six members shall be appointed 

23 from among persons who are among the leading authorities 

24 with regard to cancer caused by occupational or environ- 
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2 mental exposure to carcinogens. Any member appointed 

2 ^*er p^agraph (2) or (3) of this subsection shall be 

3 especially qualified to appraise the programs of the National 

4 Cancer Institute because of such member's training, e^cperi- 

5 ence, and background."; » - _ 

5 (13) m section 410B(b) (1) by striking out 

7 "President". and inserting in lieu thereof "Secretary"; 

8* (H) in section 410B(c) by striking out 'Tresi- 
p. . dent" and inserting in lieu thereof "Secretary"; 

10 ^ ( 15) in section 410B:(d)* b^ strikmg out the' period 

\\ and inserting' in lieu thereof the follpwing: 

22 . "and as appropriate make recommendations to the Secretary- 

13 with respect^ to carrying out the provisions of this part. In 

14 . carrying out its duties under this section, the Board shall— 

15 . " ( 1 ) review any intramural research project or pro- 

16 gram conducted by the National Cancer Institute and 

17 report to the Director of such Institute the results of any 

18 suchreveiw; ^ 

19 "(2) review applications from any university, hos- 

20 pital, laboratory, or other institution whether public or 

21 private, or from individuals, for grants-in-aid for research 

22 projects relating to cancer, and certify to the Director its 

23 approval of grahts-in-aid for projects which show prom- 

24 ise of making valuable contributions to human knowledge 



2 widi respect to the cause, ^prevention, or methods of 

2 cUagnosis or treatment %f cancer, including occupational 

3 and environmental^ cancer; and 

4 "'(3) recommend to the Secretary for acceptance 

5 conditional gifts porsoant to se^tion^501 of this Act."; 

6 (1^6) in secdon 410C by striking out '"section 409" 

7 and inserting in lieu thereof "section 408" ; and 

8 (17) in section ,471 by striking out "section 407 
9* (b) J9) " and inserting in lieu thereof "section 406 (b) 

%0 (9)". 

11^ Sec. 3. (a) Except as otherwise, provided in this section, 

12 the amendihents made by section 2 of this Act sh^l take 

13 efifect on the date of the enactment of this Act. 

(b) (1) The amendments made by paragraph (12) oif 
section 2 of this Act respecting the method' of appointing 
members to the Kational Cancer Advisory Board and the 
composition of the Board shall apply with respect to the 
1^ appointments made to'^the Board after the date of the enact- 
1^ inent of this Acl^ and the Secretary shall make appointments 
^ to the Board after such date in a manner which will bring 

about, at the earliest feasible time, the Board composition 

\ '* * 
22 prescribed by die amendment. 



1 (2) -The aineiulmeut made by paragraph ( 15) of section 

2 2 of this Act respectmg the designation of a Chairman by 

3 the Secretary shall take pffect on the dat^Vrf the termmation 

4 of the term of the person wh^is serving as ^airman on the 

5 date of the enactment of tMs Act. 
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, Mr^^EloGERS. Today, the committee will first hear from witnesses 
representing the administration on the biomedical research and 
training programs of the National Institutes of Health and the be- 
havioral research training 4)rogram at the Alcohol, Drug Abuse, and 
Mental Health Administration, and on pending legislation to revise 
and extend these program authorities. • ; 
^ Later today tire supcommittee will hear testimony from three dis- 
tinguished panels of individuals and organizations. Do you have any 
remarks you might want to make, Mr. IM&guire ? 
. Mr. Maguire. N9, Mr. Chairman. , 
Mr. ItooERS. We are very pleased to h^ve with us this morning 
representing the^ administration Dr. Donald S. Fredrickson, who is 
the Director of the National Institutes of Health, acconipanied by 
David F. Kefauver, Acting Depj^ty Administrator, Alcohol, Drug 
Abuse, and Mental Health Administration; and Dr. Martin Cum- 
mings. Director of the National Library' of. Medicine; Dr. Robert I. 
Levy, who is Director of the Heart, Lung, arii Blood Institute ; and 
Dr. Arthur P. Upton, who is Director of the National Cancer Insti- 
tute. . 

' We welcome each of you to the committee, and your statements 
will be made a part of the record, without objection, and you may 
probeed. 

STATEMENT OF D05A LD S. FEEDEICKSON, M.D., DIRECTOE, HA- 
TIONAL INSTITUTES OF HEALTH, PXJBLIC HEALTH SEBTICE, 
DEPAETMENT OF HEALTH, EDUCATION, AND WELFAEE, ACCOM- 
PANIED BY MAiRTIN M. CTJMMINOS, M.D., DIEECTOE, NATIONAL 
LIBEAEY OF MEDICINE; EOBEET I. LEVf, M.D., DIEECTOBi 
HEABT, LUNG, AND BLOOD INSTITTTTE; ABTHUB P. UPTON, M.D., 
DIEECTOE, NATIONAL CANCEB JN8TITUTE; AND DAVID T. 
KEFAUVEE, ACTING DEPUTY ADMINISTBATOE, ALCOHOL, DBUG 
ABUSE, AND MENTAL HEALTH ADMINISTBATION, PUBLIC 
HEALTH SEBVICE 

Dr. FREDRickflON. Thank you, Mr. Chairman, Mr. Maguire. 

It is a pleasure to be here today to discuss the legislative proposals 
which you have just summarized. The hearing, I think, comes at a 
particularly stimulating and challenging time for these research 
agencies which we represent, because the authorities to be extended ' 
account for more than one-half of NIH's program in budgetary 
terms at the present time. . , 

There is a great need to understand what the research agencies are ' 
about, what we arc doing, how we interact, and what are the legiti- 
mate expectations for our performance in the future. Certamly, 
opportunities for increasing the science base, which is our primary . 
concern, ha. ve never been greater, and they also need to be coupled 
with the heeds for special Knowledge required of agencies who must 
be responsible for regulation, prevention, and Health care, and 
financing all missions of the Department, and important problems 
jfor. the country which are puttings unprecedented aemands upon uS 
and those other agencies. 



Certainly, before this committee I need not debate, the importance 
. of health research with regard to problems of health, nor will I even 
attempt to answer the question of how much research we. ought to 
do, exce{>t to offer the opinion\hat I think we ought to do as much 
as the Nation can afford. Rather^I would like to mention briefly to . 
the committee some of our recent efforts to improve our abiliiy^Jo 
describe the way in which the resburces for health research are laid 
out across the country, particularly with relation to NIH [see p. 28]. 

We know we are in a time when basic science has gained a new 
emphasis by the administration, by Members of Congress, and by the 
- community, itself. One of the problems we have long faced and have 
attempted' to do something different about this year is a definition 
of "basic" and "applied." It is very subjective, and no two people 
can a^e. . 

This year we have been exploring a new approach to reclassifying 
our activities at NIH, one that I think takes mto account the natural 
flow^f activities across this hug6 terrain, which is the biomedical 
research continuum. We have startetLf rem one side of the mountains 
and rarefied atmosphere and thp^^TiZher plateaus in the search for 
new knowledge which is often rela«vely undifferentiated becoming 
synthesized graduallyr and which tjien falls into a plane of applica- 
tion which IS certainly the 'dired^on and aiift of all research, and 
finally, that boundary along thcy^eashore where new ideas, new in- 
ventions emerging from research must embark upon their use in tlie 
population to oenefit man. I'hese several area^ we have broken down 
into four major categories, the first bein^ the search or efforts to 
increase the science base, the plane of applications, activities we call 
transfer, representing control and demonstration activities, and 
finally of training. ' < i 

>This is not a perfect categorization, but it has helped us, I think, 
this year, get a better grip on thie deployment of resources for NIH 
as a whole and for each of the several institutes and divisions that 
make up its hefgemony over this area of knowledge, development. 

I think that this will be a very useful base for sharpening the 
conceptual approach to how resources should be allocated, and very 
importantly, toward reaffirming the dual puijposes of*- these, re- • 
search agencies to both discover knowledge and move it toward ' 
useful application. 

I think if I might turn very briefly, Mr. Chairman^ to the spe- 
cific issues raised bi^ the expiring^ authorities and proposed amend- 
mentSy and not ..go into any detail about them;^ or to comment on 
^each of the proposed amendmients. H.R. 10908 would extend for 3 
years the appropriations aut'hGrHies {:>r the National Cancer pro- - 
gram, tlie National Heart, Lung, and Blovjd program, the Medical 
Library Assistance A<?t, and the National Rt^search Service Awards. . 

We are pleased to see that the bill provides' for a i3-year extension 
of these , programs." For 1979, the administiiicion favors authoriza- 
tion levels consistent with the President's budget as follows: for 
the NCI research and control programs, a total of $858.4 million; 
for the Heart, Lung, and Blood Institute research programs and 
its program for' prevention, edtication, and control, a total of $432 
million; for Medical Library Assistance, some $7,987 jnillion; and 
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for^ational Eesearch Service Awards, thje sum of $169,717 million. 

The administration proposes authorizations. of "such sums as may 
be necessary" for these programs in 1980 and 1981. 

Mr. BoGERS. May I interrupt there to say it would be helpful if 
you could furnish adjusted figures as the committee will probably 
put in specific figures? . ' 

Dr. FffiDRiCKSON. We will provide them for the record and will 
be pleased fb do so. 

[The information requested was not available to the subcommittee 
' at the timei of printing. J ^ 

Dr. Fredricksox. The two billfe under discussion also include 
several amendments to the aforementioned authorities as well as 
proposals for other changes in the NIH statutes. Certain provisions 
of H.R. 10908 have, our support, including the following: Section 
102, which authorizes the Secretary to appoiijt members of the Na- 
tional Library of Medicine Board of Begents; section 404,' authoriz- 
ing cost of living increases for NESA stipenck: section 405, amend- 
ing the NRSA -payback provisions to proviae that all recipients 
would serve 12 months for each. 12 months of support, and, would 
receive proportional credit for partial fulfillment of the payback 
requirement; section 501, authorizing the Secretary to meke avail- 
able substances and living organisms for research purposes; section 
502, deleting the requirement that 20 percent of funds for multi- 
purpose arthritis centers be used to support new centers^ach year; 
section 503, authorizing appojnntment of experts and consultants 
for NIH components other than NCI and NHLBI, those two in- 
stitutes already, having such authority, and there are a number of 
other provisions in H.K. 10908 and H.R. 10190 about which we have - 
no strong feelings or only niodest reservations,, and these are dis- 
cussed in my .more . lengthy statement for the record. 

Finaliy, Sir. Chairman, we are proposing repeal of an obscure 
and outdated provision of the PHS Act, section 321(a), requiring 
the Surgeonr General to iurnish tobacco to patients in PHS f acili-. 
ties. This requirement, which is presently honored more' in the 
breach than in the observance, seems clearly inappropriate in view 
of our present knowledge about the. effects of smoking on human 
health, and in fact in light of the current blitzkrieg of the Depart- 
ment, it is almost embarrassing. ^ 

This concludes my ^statement, Mr. Chairman, and my' colleagues 
and I will be very happy to try to answer any questions you or 
other committee members may have. . . 

[Testimony resumes on p. 41.] 

[Dr. Fredrickson's prepared statement follows :] 
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Hr. Ch«ln^ mad KenbtFi. of^chc Subconmlttee: 

It !■ ■ plMsurt forlae to be here today to dlscuee H.R. 10190, H.R. 
iOSft)8,^and the AdBlnlstratlon'e current legislative proposal! for the 
NIU. These Include propossls for renewal of certain NIH leftislatiye 
suthorities. expiring thiai year; renewal, of the research training 
au^oritiea shared by NIH snd the Alcohol.^rug Abuse, artd Mental Health 
Adalniatration; aa well as additional issues raise'd in legislation 
int^pduced by Chaiman Rogers and Representative Maguire. 

Appearing ^wlth me are Mr. David Kefauver, Acting Deputy 'Administrator 
of ADAlfflA; ^am^ froa th« NIH are Dr. Martin Cunaings, Director of. the 
National Librkihp/Sf Medicine; Dr. Robert Levy, Director of the National 
Heart» Lung, and Blood Inatitute; snd Dr. Arthur Upton, Director of the 
National Cancer Inatitute. ^ 

Mr. Chaira4a, this hearing cooes at a particularly atii&ulating and 
challenging tike for NIH. The authorities to be extendtfS. account for 
■ore than half of NIH's programs in budgetary terma. 

The need to underatand what NIIMs all about— what we are doing, 
irlth whoa we interact, and what are legitimate expectations for our 
performance — is a pressing one. Opportunities for knowledge development'* 
froa the research perspective — when coupled with knowledge development 
needs of agencies responsible for regulation, prevention, health care, 
and financing — are placing unprecedented pressure on research agencies. 

I will not attempt to debate today the importance of new knowledge 
to solutiona of problems^ related td health. Nor can I answer the 
question of how much research sh($uld be done, except to say "as much ^ * 
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M th« Hatioa on poi0lbly afford.** Rathtr, I vould likm to Btatlon td 
thm CoanlttM mm of our r«c«at sfforts to laprovs our ability to 
d«flcrlb« thm way In vhlch va dittrlbuta our rasources at NIH* 

Wa hava racantly baan axplorlng a nav approacu to clatalfylng NIB 
aetivltlaa, baaad on tba cacagoriaa '*Sclanca l^a," J*Appllcatlona/* 
""TadiDoIoty Tranafar/ and **Traliilns.** Thaaa catagorlaa aacosj^aat 
aoaevbat aora than attaapta to daacriba tha iatrinalc oatura of sclan- 
Cific Inquiry^biatoricairy a problaa dua to tha highly aubjactlva 
oatura of auch tarma aa '^baaic'* and "appllad/* Tbay aiao taka ^to 
account otbar factors auch aa prograa goala and aaAaniaBa of support* 

Thaaa cacagorlaa appaar to hold conaldarabla proalta froa ^n 

aaalyticAl atandpolnt, though our afforta along thaaa linaa ar« ttlU 

■ ' / 

vary prallalnary. Wa ballava that thay will provide «'uaeful fraaavork. 

for aharpaslng tha concaptual baala'on vhlch rasoufc«t ar« allocatad at 

tha agancy lavaly for Intarralatlng raaaarch with othar haalth mlationa 

of tha Dapartaantt and for highlighting budgetary and othar prograa 

latuaa at polnta of intarfaca«aaong tha haalth aganciM. 

Lat aa turn nov to>tpaclfic itauaa ra.iaad by the txplring 

authoritiaa and propoaad aaandoanta. 

MIH Expiring Authoritiaa 

Tha Departaatxt ia propoaing'a three-year extenaion of the ^ ^ 
authoritiaa for the National Cancer Program, the National Heart, Lung, 
and Blood Program, the MedicaX Library Aaaiatanca Ac t,/^ and the National 
Rataarch Service Avarda authoritiaa. We appreciate, Mr. Chainnan, the 
/Induaion of a three-yea^ extent ion for theae progreas in your bill« 
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H.R* ,10908* Insofar u tbtst prosraa. by their vary nacura and by 
vlrtua of statutory raqulraMiCa, entail s considerable saount of 
advance planains* it is our view tbat s three-year eztension of the^ 
appropriations sutborizations isnecesssry in order to assure stability 
and continuity* A three-year extension of the appropriations suthori- 
xationa vlll alOov th» tiaa to conduct the in-depth reVlevs desired byf 
ma^ in the Congress — reviews that we agree would be usef at? 

Rational Cancer Prosraa 

. The past two ^ years have been exciting ones for the Nsiionaf" Cancer 
Program, Building on earlier efforts, the Hstional Cancer Inatitute 
(HCX) ia reporting significant progreas in certain areas And proaiaiAg 
leads in others* For exaaple, the encoursging results of new treatasn^s 
for childhood cancer, hinted st in the laat decade, are holding up* It 
is now spparenc that childhood' leukeaiA, along with Hodgkin*s disease 
and other lyopboaaa end cancer of the botia and hidne/, can'be treated 
with s reaaonable expectation of cure* This success has beeft translated 
Into 4 declining cancer death rste for sll sge groups under . the sge of 
35* 

In the fielde of cancer csuse and prevention, the NCI has, during 
the psQt two years, expanded ita efforts in^creenin^ substances that 
parvsde our staosphere for caj^cer-csusing pone^itisl'. In cooperation 
with other Federal and non-Federal sgencies, NCI has devoted expertise 
dind resources co the recently established Clesringhouse on Environmental 
Carcinogens. . Functions of the Clesringhouse include selection of 




chealcala for long-ter« bioaaaay ficudiea, the ejcperlmental design for 
thoae atudlaa, and an aaseaaaent of the data resulting from the 



■tudlea. 



^ Dulrlng the past two years, data have been released on bloasssy 
tests of several cheHlcal subs'bances. . Thene findings have been provided 
to tiie National Institute of Occupational Safety and Health (NIOSH), 
the' Occupational Sal^ and Health Adnlnlotratlon (OSHA) . and the Pood 
aind Drug Administration (FDA), and other regulatory Federal agencies 



Numerous epidemiological studies are going on as the result of a 

masaivis NCI survey of mortality rates In each county in the contiguous 

United States. Another aid to cancer epldemlologl«ta was the publication 

In 1976 of the Cancer Patient Survival Report No. 5 . which deala with 

patient longevity from selected hospitals across the country. Surveys 

and pul)llcatlbn», such as 'these, give clues to cancer researchers about 

geogrtphlc'causea.of -canjrer and the effects of newer cancer treatments 

; -'..ca^^^^ one of the most Important goals of the National 

Ciin^iir Program; Por example, a clinical trial will soon be undertaken 

^ teat the value of a chemical relative of Vttfijin K that scientists 

believe may reverse the action of known dancer-causing substances In 

te*^a on la^rator/ animals. In addition, basic research in cancer 

biology continues to yield much potentially useful information. Cell 

* ' J- 

aurface antigens, jfor example, have been shown to prevent the growth 

^ * ' '• " 

or- cancera In experimental a nlur Is* 

To continue these strides, we ar- ^iroposlng authorization levels 

for fiscal year 1979 of $62,503,000 £o: control and demonstration programs 
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of tha NCI» «nd $795»8O9»0O0 for tb« rtvm^ndT of th« NCI ro«earch 
prograM. Our propoaad authorlMtlon for flacal yaars 1980 and 1981 
Is f or^ 0uch auBS aa neceaeary. Mr. Chairman* theae authorizations 
arc conalatant with the Prealdent'a 1979 biulget» and with the desire 
of both the Adalnlatratlon and the Congreaa to provide balanced growth 
iox All MIH Inatltutea. 

. In addition to the authorizations extenslona* H.R. 10908 and. 
H.R. 10190 woxild sake aeveral substantive amendoenta to the. authorities 
of the MCI. I would like to coonent briefly on sone of the'scorc 
significant of tlieae aaendBents. 

1. \h« Mstlooal Cancer Advisory Board. Both bills would make 
SOM afgnlflcant changea In th? menbershlp of the National Cancer 
Advisory Board. H.R. 10190 would add,' as ex officio nembers, the 
Directors of the National Institute of Occupational Safety and Health, 
^tha National Inatltute of Envlronaental ^Health Sciences, and the Chairman 

r - • * 

of the Council on Environmental Quality. H.R. 10908 would add the 
Dlrectora of^NIOSH and NIEHS, the Secretary of Labor, the Connlssloner 
of the n>A, tha Admlnlatrator of the Environmental Protection Agency, 
and^he Chairman of tbe Consumer Product Safety Connlsslon, We agree 
that Increased collaboration with regulatory agencies is desirable, 
and t have alrosdy mentioned some of our efforts In that direction, 
rw, rh^ ocher hattd, 'w> are concerned r>>ar'fl ereatlv enlarged Boa^-H inlR>it 
prove unwieldy. -^"^^^ 

SiKilArlyj^withj^egsrd=-to''ap^^ members of the Board, we agree 
with the intent of both bllla to enaure adequate represenratloii of 
experts in environmentsl and occupational carcinogenesis. In our view. 
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the designation of three euch members, ae proposed in H.R. 10908, is 
sore «ppropriace than the six 'specified by H.R. 10190. 

Finally, Mr. Chairman,- ve have no objection to che provision in 
H.R. 10908 providing for Secretarial, rather than Presidential, 
appointment of Board members. ' 

2. Emphasis on prevention. Both bills would amend the 
comprehensive centers authorities to specify ''prevention" as a respon- 
sibility, of cancer centers. As I have hoted, we are placing increased 
emphasis on caflcer prevention. Similarly, H.R,. 10190 would highlight 
prevention as an objective of .the National Cancer Program and as an 
element of NCI's control programs. While we have no objection to these 
provisions, we feel that our current programs are responsive to the 
intent of the legislation. 

National Heart. Lung, and Blood Program 

For more than 50 years, heart and blood^e^;*sel diseases have been 
the major cause of death in this country. /In 1976 they accounted for ' 
over 50 percent of all deaths, nearly three times the death rate from " 
cancer, the next highest cause. An^e/timited 30 million persons in the 
United States have diseases of the heart and blood vessels. The result 
of this high burden of acute and chronic illness and disability on the. 
Nation's economy is staggering. According to recent data on this 
economic ouraen irom tn^ Nacionai center tor tieaxcu ocacis.xc:., uxoca.c^ 
of the heart, circulatory, and respiratory systems rank first or second 
In -seven of the eight indices measured., In the context" of these sobering 
statistics, however, significant improvements are being observed. From 
1970 to 1976, the deaths due to cardiovascular disease have declined by 
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U.6 pftrctnt — nor* than tvtcm the declinft from non-^cardlovaacular * 
dlsaaaa. In 1975, the nu&ber of deaths from major cardiovascular 
dlsaase dropped below one million for the first time since 1964, despiCe 
an increase in population and the growing proportion of senior citizens. 

There in reason to believe that the National Heart, Lung, and Blood 
Institute's program strategy which spans the continuum of research 
^activities from fundamental knowledge acquisition and clinical validation 
to education, demonstration', and control activities has contributed to 
this success in reducing nortallty. 

Fundamental kacvledge is the prere^isite for the development of ; 
methods for the prevention snd treatment of disease. Prostaglandins,' a 
ubiquitous group of minute chemical compounds in the body, have recently 
been implicated in the cause of -hypertension, the triggering' of the 
atherosclerotic process, the management of congenital heart diseases, 
and the prevention of complications of' asthma. 

Clinical validation trials supported by NHLBI, such as the examination 
of the long-term benefits of coronary artery bypass surgery versus 
medical care, have the potential for enormous savings in health care 
costs; while others, like the trial to test the efficacy of prophylactic 
use of antiarrhythmic drugs to prevent fatal cardiac arrhythmia, have 
the potential to save thousands of lives. 

The Institute's prevention, education, and control efforts have 
expanded from a primary concern with the efficient disseminstion of 
information to an involvement in research on motivation, health behavior, 
and alternative educational strategies designed to influence health 
beha^rior. The success of a model program, the National High Blood 
Pressure Education Program, can be measured by a marked increase in the 
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xmabrnz of p«tl«at visits to phy«lcl«tts for hypertension detection. 
S lw ilteneoiisly, there hes been an enoraous Increese In patients now 
under effective blood pressure control and^ a precipitous decline/ 
nationwide hypertension-related nortklity statistics. Patient/education 
can contribute greatly to the effective treataent of such conditions. 
H.R. 10908 would provide alnor changes in NHLBI's authority in Infonat- 
Ibn dissealnatlon. These change^ would be consonant wlth^ the Institute's 
continuing objective of enphasizlng timely disseadnation relative to all 

risk factors for cardi,ovascillar, lung, and blood /diseases. 

^ / ■ / 

To fund these laportint activities of the National Heart, Lung, and 

Blood Institute, we propose appropriations authoriratlons as follows: 

for fiscal year 1979, $28.9 ailllon for prevention, education, and 

control prograas, and $403,284,000 for, research prograas; for fiscal 

years 1980 and 1981, we reconaend such subs as are necessary. 

National Library of tfadiclne 

Also expiring this year are the provisions of the Medical Library 
Assistance Act, the authority for all extraaural prograas of the National 
Library of Nediclxie (NLM). Prograas adalnlstered under this authority 
Include grants for aedical library resource Imkroveaents , research 
projects, training, research and deaonstrations/ special scientific 
projects', and jpublicationa , as well as contracts to regional medical 
libraries. Through these prograas, the NLM plays a'aajor role in 
diasealnatlng bio»edical*information and strengthening the capabilities 
of^'iicdical libraries around the Nation. 

The Library is expanding its extraaural research prograa to 
Investigate nev applications of conputer technology to health science 
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InfonMCion systems. In addition, Che Library will continue expansion 
ol che Regionsl Medicarl Lj^brary Network to reach conmunity hospitals 
and other local health facilities, thereby providing information 
access for health professionals in remote or underserved areas. 

For t^ese programs, Mr.i..Chairman, we reconmend an authorization 
level of $7,987,000 for FY 1979, and such sums as are necessary for' 
FY^s 19180 and 1981. In addition, we support the provision in K.R. 
10908 authorizing the Secretary to appoint members of the NLM Board 
of Regents. ... 

National Research Service Awards 

Another expiring authority of major significance for the programs 
of NIU, the Alcohol, Drug Abuse, and Mental Health Administration 
(ADAMUA), and th'e Health Resources Administration's (HRA) Division of 
Nursing is the National Research Service Award Program. Authorization 
for this program provides the only authority for research training for 
these Public Health Service components. 

We are proposing a three-year cx^nslon of this authority at 

the following Levels: $169,717,000 for FY 1979, and such sums as are ^ 

\ \ 

necessary for FY's 1980 and 1981. Because of the lead time involved 

..... \ . i y 

in developing research training programs and.^the need. for potential 
trai.i«.e^ to have some assurance ot continued support, it is iniperatlvu 
that this authority be extended for a reasonable period. oC time. 

Several amendments^ proposed In H.R. 10908 have a great deal of 
merit. For example, we support the notion of allowing the Secretary 
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to makm periodic adjufltnftncs to HKSk ttlpends to reflect changle in 
the cost of living, at his discretion. 

We also support your proposed aipendmentii to the service payback 
requirement. As you Tcnow, the present formula provides that any 
recipient who fulfills part of the service requirement, but falls to 
satisfy It entirely, is penalized In that he or she Is only given half 
credpfor partial service. This arrangement Is Inherently lneqult*ible 
and, Is serving to deter able people from entering Into research training 

^ programs under NRSA auspices. We support .H,R. 10968's amendment to the 
yormuia that would provide proportional credit for partial completion 

—of 'the service payback. Secondly, the Act presently recognizes that 
positions In research or teaching may not be available for all NRSA 
recipients and provides several other options for completion of the 
service requirement. However, the present statute effectively discrim- 
inates against those who must choose certain options among those offered 
in that it impoaes a requirement of 20 months for every 12 months of 
support in contrast with the quirement for teaching or research which 
amounts to 12 months for each 12 months of support. Again, we support 
a change to treat all recipients on an equal basis and require straight 
one-for-one payback regardless of the form of service, 

A final concern about the research training program relates to 
the decline in applications for support of training in clinical research. 
Recent increases in salaries for Interns and rcsidei^s, coupled with 
the imposition of service payback requirements, appear to have diminished 
the attractiveness of research training programs for recent M.D. 
graduates. We do not know at this point if the problem is .imenable 
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'.quick solution* through legislative or other means. The changes in 
the payback provisions, if enacted, may go a long way in that direction. 

Additional Amendments and Proposals for New Authorities 

I would like to comment briisfly on certain* other provisions of H.R. 
10908t as well jss an additional proposal we are submitting for your 
Commit tee *s consideration: . ^ 

1, Repeal of 20Z arthritis center set*aside. We support H,R, 
10908 *s amendment to the present provision in section 439(g) of the PHS 
Act, requiring that 20Z of funds available for support of multi-purpose 
arthritis centers be made available each year for aupport of new centers. 
The effect of this requirement oq the centers program is potentially 
very destructive. The effect of a cumulative 20Z earmark for new centers 
will be to preclude adequate support of established centers, and we urge 
repeal of thia provision. 

2. Distribution of chemicals and animals. The NIH currently has 
'limited authority to make available certain research materials to 

investigators requiring t)^em. For example, NIH may provide biological 
materials such as vaccines and standard reference materials for research 
involving biological products. H.R. 10908 includes an amendment to 
section 301 of the PHS Act to permit the Secretary to make available 
substances and living organisms in instances where such materials are 
not commercially available or muse be provided on a centralized, ^ 
standardized basis. We support this authority, which would remove 
limitations that have proved troublesome for several NIH components, 
particularly the National Cancer Program. 
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3, Appolntnent of experts atid consultants. Also Included In H.R. 
10908 Is an anendment that would provide the Director of NIH with 
authority to appoint experts for extended periods— an authority 
presently available only to the Directors of, NCI and NHLBI. The bill 
would fix the number of such experts and consultants at 2.5 percent 

of permanent NIH employees (excluding 'ACl and NHLBI) . In our view, this 
authority would provide excellent opportunity to secure top-flight 
scientists/sdministrators to assist in developing new programs and to 
work on selected research projects requiring very specialized background. 
A recent survey showed that the Institutes could productively use many 
such experts, and the NIH developed a legislative proposal to authorize 
the Director to appoint up to 300 such consultants.' We would prefer a 
fixed number as. originally proposed. • 

4, Finally, Mr. Chairman, we are pressing repeal of an obscure 
and outdated provision of the PUS Act [Section 321(a)] requiring the 
Surgeon* General to furnish tobacco to- patients in PHS facilities. This ' 
r«'-lrement— which is honored more in the breach than in the 'observance- 
Is clearly inappropriate in view, of our present knowledge about the 
effects of smoking on human health. 

This concludes my statement, Mr. Chairman. My colleagues and I 
woalU be happy to try to answer any questions you or other Committee 
memb%.rs inay have. 
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Mr. RoGfflai8.'Thwik vou very much for your statement, and for the 
indication of support for the legislation. 
Mr. Maguire f 

Mr. Maguire. Thank you, Mr. Chairman. 

Dr. Fredrickson, on pa^e 6, at the top, of your writteh statement, 
you refer to the two bills, indicating that you prefer the version 
. which provides that three' meiAbers should be experts in environ- 
mental, occupational carcinogenesis as opposed. to six. I was just 
wondering why you felt that way. 

Di*. Fredrickson. I think, Mr. Maguire, our preference there is 
related entirely to a matter of quantification. We felt it might be un- 
desirable to expand the board to too large a si^e. Nevertheless, I ' 
think the suggestion for the addition of e^ertise that you propose 
is a very good one. 

Mr. MAGtnRE. In my bill^ I do not expand the size of the board 
at all. I am -simply suggestmg that out of 23 members, I believe it 
is, is it not, that we have six who are experts in this field. Given we 
are now told by scientists that 60 to 90 percent of cancer is caused 
by exposures of one sort or another to environmental influences, 
perhaps it would not be an inordinate number to have approximately 
*Q]]ie-quarter of the members of the board experts in that particular 
* area. * - 

Dr. Fredrickson. Certainly, we think we ought to try to do that 
as muoh as possible, 'Mr. Maguire. It does make it perhaps difficult 
without expanding the board to retain the balance of other ex- 
pertise or input that will cover the rest of the program, and that 
;i,was our only concern. The suggested emphasis, I think, however, is 
a)tt excellent one. 

< Mr. Maguire* So you are not going to make three versus six a 
/'sticking point? 

f Dr. Fredrickson. I think, Mr. Maguire, our preference there is 
^ Mr. Maguire. Unless someone can describe pretty clearly to me, 
what is going to be lost^s a result of making "tms expansion, I 
am^ going to try to insist on that, and we will be prompted to some 

• degree by the amount of resistance we encountered. I hope it won't 
be. too much. 

? : Dr. Fredrickson. I think it will be barely perceptible, Mr. 

, Maguire. : ' ^ 

Mr. Maguire. Excellent. ' , 

1 am interested in the numbers you have given at- the bottom of 

Sage 4 and the top of page 5, for what you describe as control and 
emohstration programs, some $62 million, and the remainder of 
the research pro-am, $795 million. The dicussion of control and 
demonstration comes within the context, I assume, of the previous 
paragraph, where jou are talking about prevention, and I just 
wondered whether m that context control and demonstration means 
prevention-oriented, programs, or whether it does not. What does it 
mean, exactly? 

Dr. Fredrickson. I will let Dr. Upton answer that, but I think, 
Mr. Maguire, one t-hing is certain. It is not intended to represent 
the pnly. effort toward prevention or to circumscribe that effort 
by tnat subappropriation. 

Dr. Upton? 
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Dr. Uptox. Mr. Maguire, the budget figuiH? given \Eor control is th 
budget allocation which funds the DivisionN^f Caiicer Control and 
Rehabilitation. The efforts there are aimed Hargelv at technology 
transfer, not just in prevention but in treatment \ „ J 

Mr. ]VL\ouiRE. So this really does not followNhtSm the preceding 
pmgraph at all? ' \ ' 

Dr. Uptox. It does not, ho. • ^ \ 

Mr. Maouire. .Why don't you complete your explanation? That 
will be useful, and we can discuss it further. \ 

Dr. Upton. Within the technology transfer' area w^ are seeking 
to emphasize those activities which relate to preventiveNstrategies-r- 
screenmg of populations at risk, worker education in relationship to 
occupational cancer risks, and so on. 1 the research arek, we are 
likewise intensifying our efforts to identify environmental^* causes 
of cancer and. to develop means for intervening to remove them 
from the environment or to prevent their action. . \ 

Mr. Florio. Will the gentleman yield? l 

Dr. Upton. The carcinogenicity testing program is not funded- 
out of the cancer control budget, but it is funded out of the re- 
search budget. That is an example of a testing effort aimed directly 
at prevention, which does not fall within the $63 million figure. 

Mr. Florio. Will the gentlemen yield on that point? 

Mr. Maouire. Certainly. 

Mr. Florio. With regard to this whole question of interagency 
cooperation, EPA now is late in coming up with rules and regu- 
lations under the Toxic Substances Act regarding PCB's. Part of 
the rationale they provided about being late is that they have not the 
expertise. Hence, they have not been able* to come up with the in- 
formation they need to develop realistic regulations. 

What, if anything, are you doing in dealing with some of these 
other agencies that maintain they haven't the scientific base they 
need, for example, be it EPA on PCB's, or be it OSHA with regard 
to its new initiative into occupational disease?. Is there any inter- 
action between yourself and some of the other agencies? * 

Dr. JFREDriiCKSoN. r would speak in general, and allow Dr. Upton 
and others to comment further. There is a great deal of interaction. 
There are some 11 to 14 committees related to questions of the 
environment, providing interfaces between various components of 
the Denartment and /regulators, and in \yhich we play a certain 
role. We are members of the committee described under TSCA to 
help select those compounds that shall be among those tested. The 
Clearinghouse on Environmental Carcinogens, contains representa- 
tives from all the regulatory agencies, and they play a very im- 
portant part in helping to select and to keep them fully informed 
of the movements of compounds along the lines of that critical pro- 
gram for which NCI is primarily responsible. 

Nevertheless, we are not content with the perfection of that in- 
teraction either. I think one of tlie major items under discussion in 
the Department, at NIH, and' elsewhere today, and also with the 
regulated group, is, how can we better provide the information 
vneeded by thos?, agencies? There are a. number of philosophical 
questions involved. How does one maintain a science base? What 
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kinds of research can best ue done by Regulatory agencies? Which 
kind cannot be done very well for a variety of reasons? If it can't 
be done by thein, how does XIH or ADAMHA begin to provide 
an arrangement ^yhereby they can purchase, if we may use that 
term, the mf ormation they need ? 

For example, today the regulator, FDA, has a question about sac- 
charin, very close to this committee and other's interest It has 
devised an interesting cross-agency agreen^ent whereby it trans- 
fered some three-quarters of $1 million to the Cancer Institute 
to provide the kind of epidemiologic information that may help 
it resolve this important regulatory question. 

There are a wholc^ host of these, and we are very interested ir; 
seeing how within XIH we can arrange our envjronmental groups 
particularly and all of the groups that^iave reseearch that is of 
importance to thip problems of regulators, to see how we can do that 
more effectively, get more out of the same, animal, for example, in 
terms of toxicity questions. • 

At the same time, how. can we arrange an even better "board of 
directors" of such activities that would include all the regulators who 
need that knowledge as well as the researchers whose expertise is 
needed to make that the best possible effort? We are aware of this 
question. We do not have perfect arrangements, but we have multi- 
ple ones which are working, I think, every day. 

Mr. Florio. Thank you. 
. Mr. Maouike. Thank you. . 

Dr. Fredrickson, on page 6 of your statement, halfway down, 
you nod graciously in the direction of my bill's highlighting of 
prevention as an objective, but go on in effect to say that you feel' 
your current programs are responsive to that concern. Let me put 
the nuestion another way. » 

Would you feel any discomfort if we were to make that concern 
more explicit in the basic act than it has been in the past? 

Dr..FREDi{icKsoN. No; we woiild not, Mr. Maguire. I think that 
what our statements here i:efer to is our belief that we find this to 
be one of the reasonable responsibilities of cancer centers, that pre- 
vention must be a part of their efforts, even narrowly defined, and 
that we had under our current authorities sufficient expre^ssion of 
intent, but we would have no objection at all, as far .as I am con- • 
cerned, to a reemphasis on the part of the interest and intent of 
the committee in this rejgard. 

Mr. Maguire. I woulcl like to'' ask you and perhaps Dr. Upton as 
well whether or not it is your intention to expand and intensify your 
afctivities with respect to preventive strategies beyond what they 
have been in the past. There has been ;i lot of criticism in the re- 
cent past on the point that out of some $800 million phis annual 
budgets, there has not been enough emphasis on screening of 
carcinogenic substances. ThWe has not been enough emphasis on 
looking carefully at the popUations that are at highest risk, and in 
general, givert that cancer i^ difficult to deal with once people get 
It, and we now know that so much of it is the result of exposures 
of one sort or another, as I mentioned earlier, that^we really need 
an expand^ and'intensified set of activities in respect to prevention. 
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Is it your contentiovi today that everything is fine and you, are 
doing just fine, and the intent of the Jegislation is ^ear, and that 
the current allocations in the field of prevention are adequate within 
the context of the total Tbudget, or is it your intention to ejcpand on 
the preventive sj^e? - 

Dr. FujEDRicKSON. If I .mi{i;ht answer in general, I will then turn 
to Dr. Upton. I might say I think our current legislation specifies 
intent. At ^ftst we infer from that legislation the intent to move 
.all we can flfward preventions I do not think that we should infer 
that we are doing fine. We are. not. We would like to know a lot 
more about cancer and to, do a lot more about it than we have been 
able to do. 

I think that certaii^ly this matter of distribution of resources,' 
their allocation toward^movements of prevention against other ap- 
plications, chemotherapy, for example, or other purposes, as well 
as the question of the relative shift of support within the Cancer In- 
stitute towards basic science* which is an- important theme -^f this 
year, is a matter of continuing discussion between Dr. Upton and 
myself and a matter of ;the hi^est interest, too, at NIH- 

I think we have the legislative authority; I think we have difficult 
decisions to make, and I am particularly conscious of the question 
of whether or not the Cancer Institute's program for whole animal 
testing of carcinogenic capacity for chemicals is an adequate eX' 
pression of both their own program and meets the needs of the coun- 
try. As a matter of fact. Dr. Upton and I are both convinced that it 
is not, and we are now working closely with other parts pf the De- 
partment, with the Secretary, to see if we can expand that capacity, 
and to share the responsibilities and opportunities for perform- 
ance that- we think are necessarj', because it is a national, resource. 

I have noted in the review of the Cancer Institute this last year 
which I conducted, the Cancer Institute has more than $100 mil- 
lion in its budget of what we might call service programs, programs 
that may not move the cutting edge' of- new knowledge, but which 
have to be performed for the country*. One of these is^ the testing 
program of $15 to $20 million. Another, for e:Sixiple, is a whole 
pharmaceutical program, for developing chemotherapies that we 
cannot eJ^jject from industry. 

Sb, I think this is a burden that XCI must bear. It is very appro- 
priate for it to be related strongly to its programs, but I think 
we are conscious of this in attempting^to shift' to prevention as 
much as we can, but I would let Dr. IJpton speak more specifically i 
for himself in that reg;ara. . 

Mr. Maguire. Dr. Upton^ 

Dr. Uptox. Mr. Maguire, I would support wholeheartedly eveiy- 
thing that Dr. Fredrickson has said. We hav.e undertaken "a series 
ol reviews of our 'tetivhies in the prevention area, We have held a 
a number of meetings involving several Nobel laureates and other 
scientists who are expert in the field, .^y^e have planned a series of 
conferences to examine opportunities and ways in whicR we may be . 
more effective in this area. . > . ' *" 

I have asked our Clearinghouse to undertalce a thoroughgoing 
review of the*bioassay program — past, present, "and future — for the 
purpose of determining what in its view needs to be done. 
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Mr. Maouire. My bill suggests some rather specific requirements 
and outcomes that go beyond what hav6 previously been present in 
the basic legislation, and 1 just wondered if you would be sympa- 
thetic to sonio moi-e explicit lanf^anre. 

For example, it seems cleai to me that with the variety of agencies 
involved, and wc could have clearinghouses from now until dooms- 
day, that somebody has to have responsibility, and it seems to me 
that that somebody ought logically to be the National Cancer In- 
stitute. I am talking about responsibility for coordination and coop- 
eration between themselves and other ^agencies, and specifically I 
would require that NCI conduct an evaluation of the carcinoge- 
nicity of any substance at the request of another agency, although 
the other agency would be asked to pay for that out of its budget, 
but where there is a Question raised, a serious qiiescioji about a sub- 
. stance, that someone finally be responsible for makin^sure that the 
the work is done. As ycu well know, we have had a. situation in 
which we have had literally hundreds, if not thousands, of sub- 
stance$w?v-hich are either known or suspected to be highly hazardous 
at larg?, and you have done 8 of them, and someone else has done 10, 
and we are talking about hundreds of thousands of substances. Why 
should we not in the law establish that the NCI is the final re- 
sponsible bodv here with respect to coordination, making sure that 
Aye get the job done, and. whenever anyone asks for it, making sure 
the work is in fact performed ? 

}Vhy should we not have an annual report, a requirement that 
we have a report each and every year from NCI mth respect to all 
known and suspected carcinogens, estimating the dangers and mak- 
ing some assessment of the exposures, and: making an evaluation of 
the existmg regulatory situation an5 recommendations? 

Those are^ things I have specifically suggested in my bill, and I 
would like td have your reaction. 

Dr. Fredri^ksox. Mr. Maguire, if I might, react in the general 
sense, I think- the problems you seek to solve must be solved. The 
question of disa^gregation^ni all testing is a very serious problem. 
You cannot get^it all togethel'-probably because it is too complicated, 
but we need to do as much as we can in that direction. 

What I would hope is, however, that you not create some statu- 
tory requirement m your legislation tliat this necessarily be done in 
the National Cancer Institute, and I will tell you the reason for that, 

Mr. Maguire. Is there a better place to do it ? 

Pr. Fredricksox. There may be. I think at the moment the Cancer 
Institute IS doing a wonderful job, the best that they can, against 
the current arrangements. 

Mr. Magcire. Clearly, you have already said, and I agree, that 
we are not doing what we ought to be doing. So, the questions is, 
Jiow do we get there, and unless someone is responsible, I succest and 
«ubmit we will not get there. 

Dr Fredrickson\ I^t me further expand on what I mean. That is, 
the Cancer Institute is now testing for carcinogenicity of com- 
pounds, and yet we know that the toxicity of most compounds does 
not relate to oncology, but to other serious side effects. At the pres- 
ent time, we are not' looking at more than one adverse side effect 
of exposure to any chemical. I think that is wrong and inefficient 
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We ought to see if there is a way through some consortial arrange- 
ment that we can get together the examination of overall toxicity, 
or at least more global approach to the implication of certuin 
compounds. It may be that we need some sort of consortial arrange- 
ment,, whether- it be within the NIH in its several institutes, or 
whether it should be in some other arrangement, a problem which 
\);e ate actively exploring and seeking options to now. 

I should simply hope that your legislation would in some way" 
expre.ss that intent to get it together, to maximize, to increase the 
capacity for testing, but if you were to create a situation 4n which 
this would have to oe carried but by the Cancer Institute^, of course, 
the options we would have for making better arrangement^ in our 
view and, of course, defending or supporting them, Would be nar- 
rowed considerably. That is all. 

Mr. Maou^he. The options might be narrowed, but you can choke' 
to death on multiple options, and never establish any clear respon- 
sibility and accountability. I mean, do you have an alternative pro- 
posal? This has been discussed* for months and months, years and . 
year.s. Do you have an alternative proposal which you would like 
to set before the committee? 

Dr. Fredricksox. Not at this time, Mr. Manure. 

Mr. Maouihe: Dr. Upton, would you like to comment as Di- 
rector of th^ NCI? Perhaps you would like to comment on your 
attitude, given that you had $800 plus million, which is more than 
anyone else has in this area, toward assuming some of these more 
i^pecific responsibilities. Let us neutralize the question for the mo- 
ment of whether or not we are dealing with a multiplicity of effects. 
That is a well taken point, one which I am concerned about as 
well. I am really addressing the question of whether or not it might 
not make sense to make an annual report, whether it might not 
make sense to have someone obliged to test a given substance' when 
some agency determines that there is a probable hazard, and whether 
or not there ought not be sonjeone who is in charge of coordination. 

If everyone is in charge of coordination, we will never'have any. 

Dr. Uptox. Mr. Maguire, T. agree with what you have said. 'I 
think there is a national need for this. There is a noed to unam- 
biguously focus responsibility for it, and I submit to you that we 
have recognized the need and have entered into discussions aimed at 
the development of the best plan of action. Whether, as Dr. Fred- 
rickson has indicated, the responsibility should be lodged in NCI 
or in some other agency— a regulatory agency or another research 
agency, the N'ational Instiute of Environmental Health Sciences, for 
example — remains to be determined, but I would agree that the 
thrust of- your proposal makes eminent sense. 

Mr. Maguire [presiding]. Mr.^PHorio, do you have any comments? 

Mr. FtX)mo. Te.^. One of the things I am interested in, and I 
think you can perhaps imderstand the intensity of Mr. Maguire's 
and my concern about this particular subject, is"as follows: Coming 
from New Jersey, my own district un*fortunately has an extremely 
high rate of cancer incidence. One county in my area has the highest 
incidence of bladder cancer in the entire Nation, so we have a vested 
interest in seeing that everyone does what they have to do. For ex- 



54 



47 



ample, lets talk about the minicenters. My recollection is that New 
Jersey did apply for a grant to operate a minicenter within our 
State.. Can you give me the status of that grant application? 

Dr. Uptox. I am sorry, I cannot at the pi^sent time. I could 
submit it for the record. 

[The following inforn.ation was received for the record:] 

Gfrant application Number 1-R18-CA-2424&-01, submitted by Dr. Mark A 
Quinones of the College of Medicine and Dentistry of New Jersey, currently Is 
under review. It is anticipated that this application will be submitted to the 
Natiocal Cancer Advisory Board for their consideration in May 1978. 

Mr. Florio. I would appreciate it. My recollection is that there 
was some planning money approved, but no great foliowup after the 
initial planning money. I am also interested in the specific point I 
raised before, if there is anyone here who can specifically tell me 
about the PCS problem. EPA, as of last Octobei-, was supposed to 
publish regulations on PCB's. They have said that they did not have 
the scientific data. If there is. some way you might be able for the 
record to get to me what you have, done and what you plan to do 
to assist them in coming forth with these regulations, I would ap- 
preciate that as well. 

Dr. Fredrickson. We will supply that Mr. Florio. 

[The following information was received for the record:] 

We have discussed this question with the Office of Toxic Substances of EPA 
we are informed that they have the required healtli data in hand. Further, we 
are told that the delays in promulgating the regulations resulted from the 
neea to develop a variety of information much of which was of a technical and 
engineering nature. Among the questions to be answered were: How is each 
containing material to be disposed of ? What are the various uses 

rS^ What is the economic impact of regulation of these compounds? 

EPA has movtHi forward and published the first of the required regulations 
on Aiar^h 17, WiO. 

Mr. Florio. Shifting to a different topic, legislation has been en- 
acted for the establishment of national alcoholic centers. These cen- 
ters ar^ going to bring together various disciplines for research into 
the problems of alcohol.* Are you having any input into the estab- 
lishment of these centers? If so, what do you see as the relationship 
between what the National Institutes of Health is doing in terms of 
alcohol rei^eavch and what these centers are supposed to be doing? 

Dr. Fredrickson. Mr. Kefauver is here from ADAMHA, where 
this activity is primarily lodged, as you know, Mr. Florio, that 

^¥ National Institution on Alcohol Abuse and Alcoholism df 
AI>AMHA. We specifically are not at this time, as far as I know, 
acting m any active way with regard to the establishment of these 
particuK^r centers. 

Mr. Kefaover. These centers you have referred to are primarily 
or solely directed at research. They ar^ research centers, with an 
interdisciplinary focus, to focus on the behavioral and biological 
aspects of alcoholism. They are not in that sense prevention or con- 
trol proCTams. 

Mr. Fu)Rio. My point is not about what you do in terms of re- 
search? Specifically, you are not into alcoholism control. You are 
into research and my point and my concern is that we riot have 
duplication; and, rather than have some autonomous new system 
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evolve that will be doing tlie same tilings you are doing, maybe 
that could be headed oft by virtue of your becoming involved in the 
establishment and setting up of these center's to see that duplication 
is avoided. - ' . 

Mr. Kefauver. The research collaboration b'^tween the National 
Institutes of Health andf the National Institute of Alcohol and 
Alcohol Abuse is quite close in terms of collaborative research, in 
terms of the\knowledge of what each institute is doing, but the 
effort? to fund^ national alcohol research centers is an ADAMHA 
initiative. 

Mr. Florio. It is? 

Mr. Kefauver. Yes. 

Mr. Florio. So I assume then that there is sonfe ongoing rela- 
tionship between the establishment of these centers and what is 
going to be done in tliem and what is being done in the alcohol 
abuse facility. 

Mr. KefaUVer. Yes. I am not certain — the alcohol abuse facilities^ 
you are talking about are treatment centers? 

_ -Mr. Florio. No, your National Alcohol and — I forget. You — • 
indicating Dr. Fredrickson — made reference to it a few moments 
ago. * 

Dr. Fredrickson. NIAAA. 

Mr. Florio. NIAAA. What I am suggesting is that the centers 
that are being established— for example, I understand Rutgers Uni- 
versity will be accepted as a new. center, and I applaud tnat. need 
to be closely coordinated with the Activities and functions of botii 
the NIH and the NIAAA. ' 

Mr. Kefahver. There is close coo^rdination between NIAAA and 
those centers. 

Mr. Florio. What exactly is the relationship between the two? 

Mr. Kefauvek. The centers are funded by NIAAA. They are 
monitored by project officers, much more closely than is the uf ual 
grantee agency relationship, so that the planning that goes on in 
those centers, the conduct of tlie research fully involves the In§ti- 
^ tute, and it is on an annual evaluation schedule where the Institute 
and other outside organizations will be evaluating the activities of 
the centers. 

Mr. Florio. Thank you. There is a question that Mr. Rogers 
^vould ask. How many medical and health sciences libraries are 
there in the United States? How many of these have received 
assistance under the Medical Library AssLStance program? 

Dr. P^REDRiCKsox, Wc will ask Dr. Cummings. 

Dr, CtjMMiNGS. There are approximately 4,000 medical libraries 
in the United States, and somewhat over 500^ have now received 
assistance through the Medical, Library Assistance Act. 

Mr. Florio. How many hospitals are reached? 

Dr. Cummixgs. The major number of libraries are in community 
hospitals. I would estimate that except for 120 health profesfional 
school libraries, nearly all of the others are in either large -or 
small communitv hospitals. \ 

Mr, Florio. This is another qwestion Mr, Rogers would^ask. Do 
we hayc a shortii^e of toxicologies and veterinary pathologists or 
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other personnel involved in thfe testing of .substances in our en- 
vironment? If so, >vhat is the extent of the shortage in each 
category? ■ ' ^ 

Dr. Fredricksox. Sfr^lorio, everyone seems to agree that there 
is a shortage. It is an arielrdotally supported shortage. We do not 
have adequate figures for the number of people operating in that 
area or how many are even being trained by all the possible agen- 
cies It is apparent, however, when one seeks to establish a research 
program requiring a veterinary pathologist, it is extremely hard, 
almost impossible to find one. Tlie same is true for toxicologists, 
bat we do not have adequate figures to indicate how severe *that 
shortage is. / 

The NIH does have a WESTAT study looking at different kinds 
of professional competence now available- This, includes epidemiolo- 
gists and, I believe, toxicologists. I hope we can have this year some 
more useful infornifition. 

Mr. Florio. Thank you very much. 

Mr. Maguire. Dr. Carter? 

Mr. Carter. Thank you, Mr. Chairman. ^ 
According to your best research available, what is your present 
treatment of alcoholism ? 

Mr. KErAuyEB..! do not* think that we could cite a particular 
treatment^ Dr. Carter, but as you are probably aware, the treat- 
ment options are counseling, antabuse, and' combinations of those 
approaches. Of course, the Alcoholics Anonymous approach is also 
widely used. 

Mr. Carter. That has been around for many years now, has it not? 
Mr. Kefauver. Yes, sir. 

Mr. Carter. Yet we are still using it, and nothing further other 

1 han counseling and ^ 

Mr. Kefauver. Psychotherapy. 

Mr. Carter. We have been doing that for many years. 

Mr. Kefauver- That is right. Therie is at the present time no 

Mr. Carter. What is the characteristic of a patient who is on 
antabuse and takes a drink of whiskey ? 

Mr. Kefauver. It is my under^rtanding that such a patient becomes 
nauseated, ill. 

Mr. Carter. They become red in the face, and their pulse in- 
creases. The rate increases and it scares the heck out of 'them. That 
IS what happens. Did yo\x ever see one ? \ ^ 

Mr. Kefauver. No sir, I have not. , 

Mr. Carter. Doctor, I think you ought to see some of those. After 
all, you are the director of this program. \ 

Dr. ^rjiDRiCKSON. Dr.'Carter, Mr. Kefauver is doing magnificently 
actually, m light of the fact that he is a deputy admuiistrator with- 
out a medical degree. \ - 

Mr. Carter. You know, I think he ought to know something about i 
antabuse. Have you ever seen patient who has reflated to anta- 
buse? . , 

Dr. Fredricksov. Yes, I remember when we wore interns that 
Are had such patients. 

Mr. Cartor. How did a typical patient react? 
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Dr. Fredrickson. He did very poorly, but .whether it actually 

worked 

Mr. Carter. Describe his condition. 

Dr. Fredricksox. A drop in blood pressure. He became light- 
headed, nauseated, did indeed, as you say, develop, along with that 
redness of the face, an increase in pulse, and the was extremely 
anxious. 

Mr. Carter. Yes, sir, that is one of the characteristics. Really, if 
you* keep them on that quite a while, you usually can save them, can 
rescue tliem from their habit. Tliere is another little saying that I 
have oh^^:xB^o b<» true cjuite often, that you have to let them hit 
the hofnom before they will start coming back up. I know that to 
havefbeen true in some cases, and will all of tlie research, and we 
are CT^^S to put almost $70 million into it this year, we still have 
nothiitc but counseling, AAA, and Antabuse. Is that correct? We 
have n^ produced mucli in the past 14 years, then, in this area, 
have we ^ 

Mr. Kkfauvi-:!?. I tliink tliere is considerable increase in the basic 
knowledge of not only alcoholism but specific therapies. 

Mr. Carter. My goodness. What has become of tliat mon ^y? Sixty 
million to $70 million spent per year for research, and a mountain 
has labored and dropped forth a mouse. Doctor. Tret's look at this. 
Of course, you are divided, your menial health group.- are divided 
into regions, and in those regions portions treat alcoholism and drug 
abuse. Is that correct sir? 

Mr. KEFAmTiR. We do not operate alcoholism programs out of our 
regional offices, if that is what you are referring to. 

Mr. Carter. No. no, but regions under the mental health program. 

Mr. Kefauver. Yes. 

Mr. Carter. Of which one in Kentucky is now bankrupt. Do you 
keep your fingers on those things prrtty closely ? 

Mr. Kefauver. I think the reference yoti make is to a community 
mental health center. 

Mr. Carter. This is the river region, yes, sir, and our alcoholism 
program is tied into that, and also your drug abuse program. I do 
not know whether it is doing much good or not. I have never ob- 
served mucli effect. 

Mr. Kefau\t-:r. And I think we are preparing something. 

Mr. Carter. I regret to say that, but we had better tell it like it 
is. Personally, I would like to see them become effective. Usually, 
we. commit to those regions a certain number of hospitals or beds 
for treatment, but I have never seen them used, for some reason un- 
known to mo. 

Now, in cancer we are increasing the research effort, are we, or 
does it stay. about the same? 

Dr. Fredrickson-. For 1970, Dr. Carter, the figure for the Cancer 
Institute is the same as the 1978 level. 

Mr. Carti:r. You don't even account for the inflationary factor? 

Dr. Fredrickson-. No, sir. not in the 1979 administration budget. 

Mr. Carter. Yes, sir. Describe some of the research that is going 
on now in the treatment of cancer, some of the different drugs that 
ape used, and what 3'ou are finding out, please, sir. Dr. Upton? 
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Dr. Uptox. We are conducting clinical trials in more than 700 
institutions involving more than 3,000 clinical investigator's. 
Mr. Carter. Yes, sir. 

Dr. Uptox. Our protocols involving cancers of various sites — 
breast, bowel, lung, head, neck, ovary, oladder, prostate. 
Mr. Carter. Yes, sir. 

Dr. Uptox. The results of these experiments to date indicate that 
contrary to what one would have believed 20 to 30 years ago, with 
some types of cancer — disseminated cancer — long-term remissions 
can be elicited with drugs. 

Mr. Carter. What particular type of cancer and what particular 
type 'of drug? 

jyr. Uptox- I am not a therapist. Dr. Carter, 

Mr. Carter. Yes, sin ^ 
Dr. Vvroy. So I am hesitant to review for you the specific proto- 
cols, although I would be happy to supply the information for the 
record. 

Mr. Carter. But you are the director of this institute ? 
Dr. Uptox. That is correct. 

Mr. Carter. What is your function, then, if you are not a thera- 
pist? 

Dr. UptoX. I have devated my career to carcinogenesis^ 
Mr. Carter. Yes sir, how it starts. 
Dr. Uptox- That is ^rrect. 

Mr. Carter. The origin of it. What is the origin? 

Dr. Uptox. We now see the development of cancer as a multicausal 
process, involving the interaction ofgentetic determinants which in- 
fluence susceptibility and environmental factors. In some instances, 
heredity plays a predominant role, or would appear to play a pre- 
dominant role. In other instances, the role of hereditary factors is vet 
to be identified. 

. We recognize in the environment a number of factors that can act 
on the system to increase risk— radiation, alkyllating agents, tobacco, 
and so on. 

Mr. Carter. I believe that it may be stated by a very prominent 
physician, that radiation is the cause of 95 percent of our cancers. 
Would you agree with that ? 

Dr. Uptox. The suggestion that — Did you say radiation ? 

Mr. Carter. Yes, sir. 
. Dr. Uptox. The suggestion that radiation might account for 95 
percent seems to me to be exaggerated. The National Academy of 
Sciences Committee on the Biological EflPects of Ionizing Kadiation 
estimated that natural background radiation might account for 1 to 
|2 percent of the spontaneously occurring ca'ses. It is hard for me, 
tiven what we know about different forms of radiation and the expo- 
sure of tl^population to radiation from manmade soufces in addi- 
mon to background, to arrive at a 95-percent estimate. 
I Mr. Carter. Have you noticed an increased incidence of cancei-s in 
ybungsters born, with deformities, such as a cleft palate or a club 
fiot? • I 

iDr. Uptox. I am hot aware of data linking those conditions. I am 
nit aware of d^ta connecting those particular anomalies to an in- 




creased riskfof cancer in childhood. There are others which have been 
associated. X 

Mr. Carter.. Yes, sir. Have you notice<l or do you have knowledge .. 
of any relationship between welding, siich as electrical or acetylene 
welding, and cancer. 

Dr. Upton-. Again, Dr. Carter, I must confess that I do not know 
that literature in detail. There has been evidejice linking exposure 
to nickel and nickel fumes with cancer of the lung. I would suppose 
in welding, depending upon tlie nature of the material being used, 
one would liaye a carcinogenic situation, but I am not aware of data 
that establish that association. 

Mr. Carter. Yes, sir. Nickel. Of course, there are many, many 
others. / 

Dr. Uptox. Cobalt and chromium for example. n ' 

Mr. Carter. And there are many other. elements. We feid it in our 
uranium mines. There is a great increase; ■ • * 

Dr. Upton". We attribute the increased risk in uranium miners to 
the inhaled radioactive gas in the mine, the radon. 

Mr. Carter. What progress have you made? How has your re- 
search helped in the treatment of cancer? 

Dr. Uptox. As I mentioned a moment ago, we have seen evidence 
that for disseminated cancers of some types — for example, leukemias, 
lyniphomas, and choriocarcinoma— -we have long-term remissions 
which, in many instances, would appear tantamount to cures result- 
ing from chemotherapy or drug administration. The research has 
shown tliat combinations of drugs are more effective than a single 
drug. In many instances, the periodicity of dmg administration or 
the regimen of treatment i<j also important. 

Until recently, we have not'sought to apply intensive early adju- 
vant chemotherapy to the more common solid tumors of adults, the 
expectation being that if we could detect them when they are local- 
ized, and remove them surgically, and/or irridiate the tumor site, . 
the outlook would be favorable. That can be the case, of course, when 
the tumor is detected early enough. 

Research has shown that in all too many instance^, however, even 
though the tumor appears localized at the time of detection, cells 
have disseminated from the tumor site and invaded other parts of 
tlie body. In those instances it would appear now from trials m prog- 
ress that adjuvant chemotherapy can greatly improve survival. We 
have seen this in pre-menopausal women treated for carcinoma of 
the breast. We have seen it witli oat cell carcinoma of the lung and 
with osteogenic sarcoma, so I think we are now seeing prelimmary 
indications that some of the dramatic gains achieved heretofore pri- 
marily with -the leukemias and lymphomas may indeed be possible 
with the more comnion solid tumors of adult life. ' 

Mr. Carter. Is it not true that many of the medicines used in 
chemotherapy are carcinogenic themselves? 

Dr. Uptox. That would appear to be the case, unfortunately. Ex- 
periments in animals have shown that they are radiomimetic in the ^ 
sense that they are carcinogenic, and there is now epidemiological 
evidence in the followup of 4>ationt.s who have si^vived, thanks to 
chemotherapy and. radiation, of an increased risk of a second cancer. 
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We see here an unfortunate type of 'side effect. One of the efforts 
going on in our division of cancer treatment is to analyze the car- 
cinogenicity of anticancer agents, in an effort to select, if possible, 
agents effective in the treatment of cancer which at the same time are 
not themselves carcinogenic. 

Mr. Carter. So this goes really not only with chemotherapy but 
also X-ray therapy. 

Dr. Upton. Indeed it does. Yes, sir. ' 

Mr. Carter. The ciire may cause another cancer, in other words. 

Mr. Maguire. Is the gentleman moving towards the conclusion of 
his questions? How much time would he like from the chair? The 
chair wants to be generous, but to raise the question in any case. 

^Mr. Carter. I guess I will conclude as of now. Thank you very 
kindly. You know of my extreme interest in the area. 

Mr. Maouire. Well, why do you not conclude with a rather gen- 
erous allocation of time? 

^ Mr. Car^r. Thank you, sir. I have had, my time, I suppose. 

Mr. Magcjire. The gentleman has had about 20 minutes. • 

Let me ask a couple of questions, and perhaps we can return for 
any final questions. 

Mr. Carter. Thank you. Good day. ^ 

Mr. Maguire. I am sorry the gentleman is discomforted. 

With respect to the allocation of funds for prevention, is it pos- 
sible for you to give us some figures about what exactly is being 
spent and on what separate categories underthe heading tt preven-. 
tive strategies ? 

Dr. Fredricksox. For cancer, Mr. Maguire ? 

Dr. Upton'. I would be happy to supply those for the record, Mr. 
Chairman. 

Mr. MtVGUiRE. All right, if you would. ^ 
[Testimony resumes on pa^e 82.] 

[The following information was received for the record :] 
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CANCRR PREVENTION 



For pur;K»«es of Cttis pr^sencacion, prevention is classified as both prisary 
and aecootfary «sd \» further refined as follows: 

I .. . • * . • * 

1. P.rxiasry Pr^v«nLioii — chat research which is aimed ac developiaenc of 
interv«nrion« to be employed before the biologic onset of disesse, including 
research and education direc>:ed at.chsnging behavior in such a way that disease 
will )^ averted or wteliorated. ' • 

2. Secondary Ptreveation resesrch directed tovsrd interventions sfter 
the diseAsc ccst be detected, but before it is symtomatic or recognized, as well 
as research Jiined in preventing further progress of already-escsblished 



Primary PreMention Activities 

The Mtitiona^Cancer Institute has spent, in fiscal year 1977, a total pf 
$230,757,000 for primary cancer. prevention activities. Progrnmoatically , this 
br'9sir« down as follows: " ■ 



FY-1977 



Research: ■ * 

Epideaiology $22,627,000 
Carcinogenesift 

(Physical & Citipoical) 93,149,000 

Vital Oncology 95,734^000 

Nucricion 4,027,000 

Isaounology 6, 151 ,000 

Total. Research $22)1,688,000 

Cancer Conr.ro 1: 

'pr Total Primary Prevention $230,757,000 

^ complete description of all of NCI's prinary prevention activitieo is 
contained in the following detailed paper, entitled "Cancer Prevention 
Prog;ram": 
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CAHCER PEEVmiOS PROcitAM ' 
/ HlTIONAl, CANCER INSTITDTE . ' 

./ ■■. ■/ ■. . ■ ■ ■' 

Fcevention offers the best hope for ultimate eonti&l cf. '*sncw. 

Bailee, researeh on c«ncer . prevention occupies a high priprlr/ In the 

prograos of the National Cancer Institute. 

Eeaearch on the caxises and prevention of cancer, one of four tiC;joi* 

research thrusts of the National Cancer Institute, seeks to idcnflCy 

factors that, cause cancer in man, and to develop nechanisias for c.M»oer 

prevention. The research efforts Include, first, studies of kr.ovii 

carcinogens^ such as radiation (including ultraviolet light)* tobccc^, 

abd cheoicals such As drugs and honaones* Second, ve arc ccreenins 

for new cancer-causing chemicals by long-term anlaal testing ar»d fiUwiL- 

term methods; and art*, also emphasizing research to Improve thcce tetix.1.uc 

procedures. Third, we are conducting and supporting studies to ieenLiiy 

patterns of the occurrence of ca^-^c^r in our populatioh as ic rnlatcs 

to the environment. Fourth, we support research on the basic a-ichsn lr:r>5» 

of how normal cells become cancerous. Other researeh effcrts inclu«jo. 

studies of the role of viruses, studies of the rnlc nf nurrlCion .lud 

•usceptibility to eaneer, and devdopmeut cf less hazardous ciparecu.-*, 

to help those who. have not been able to stop smoking reduce ttxair i Wr. 

of developing lung and other types of eaneer. 

Demonstration and educational programs are also an icpsxtKat ?r.vr 

of HCI 'activities in eaneer prevention. Efforts directed townrrt rhe 

health professions and the public have increased the avarenc-'J of 
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csncer risks associaced witi^ radiation, tobacco, asbestos, vinyl chloride 
and the drug, estrogen- We believie that these activities have facilitated 
•teps to. lower risks and thus to prevent cancers that lalghc otherwise * 
havtf been induced. 

Environmental factors and Cancer ~ " * 

Research on the involvement of environmental factors In the occurrence 
of cancer includes not only air and water, but also food, drink, smoking, 
drugs, workplace, home, sunlight, and other aspects of personal lifestyles. 
Chemicals and radiations are certainly. involvJi, and there is also a 
possible causative role for viruses. 

One persuasive line of evidence la based on studies of cancer Incidence 
In different r;iglon8 of the world. Incidence of cancer of any given 
Vype can vary by a factor of 2,000 percent or morei If the rate of 
each type of cancer in all |Jarts of the world were reduce^d to that of 
the region with the lowest incidence for each type, the overall frequency 
for all tjrpes combined could be reduced by as much as 80 to 90 percent. 
Further, in migrant populations, the incidence of a given type of cancer 
tends to change to the incidence charact^^stic of that type in the 
adopted region. Thus, the evidence implies that euvlronmental factors ' 
play a major role in the causation of cancer, responsible, perhaps, 
for 80 to 90 percent of the total incidence of the disease. 

There is general asreemenC that cigarette smoking contributes to ' 
•bout AO percent of cancers in men in the United States. The contrlbutlcn 
of smoking to cancer. in vonen, although lower, is rising. This large 
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MgBient of the c«ncer burden consists oalnly of lung' cancers but 
Includes also cAncers of the throaty esophagus, bladder, and pancreas^. 

EDOvn cheoical carcinogens are estiisated to account for a maxlsun 

. . . t 

• • • > 

of 10 percent of cancers in Ben. These include cancers related Co 
tobacco plus alcohol 'use and/or occupational exposures such as asbestos, 
vls^rl chloride, benzene, beta-naphthylamine, and petroleum residues. 
Sunlight, X-rays,, and other foms of radiation nay cause another five 
percent. 

The action of environnental factors is thought to be conditioned 
by. an individual's susceptibility. Many scientists, believe that 
•nvironiDent&l factors-^cheoiicals, radiations^ and jpossibly viruses, all 
playing a role in one or. another instance-^interact with hereditary 
inforsation in cells to produce a codiplex sequence of events that lead 
to development of cancer. 

Thus,, most cancers are theoretically preventable, if we identify 
causative agents^ and «void then, eliminate them from the environment, or 
BOdi'fy the individual's response to them, to reverse or' arrest the 
biological effects that may result In cancer. Extensive research 
la needed before it viU be possible to prescribe practical steps 
for preventing the cancer-causlng action of environmental^ factors. 

Chemicals are thought to play a major role in cancer incidence. 
AiMng the vast numbers of potentially carcinogenic chemicals in the 
environment, relatively few have been demonstrated to date to cause 
human cancer. Eatlaat:es of the number of chemicals in the world exceed 
7,000,000 and the Chemical Abstracts Registry now lists 4,500,000 
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different entries. Belatlveiy few chemicals have bce^i tent: d for 
CArclnogenlclcy In anlstils. Some 16,000 reports of anisjl experiments of 

. ^ ^ ■ - • . • . 

various sort^ have been published. Host of them are nr.>t definitive, but 
some evidence of carclnogeolclty has been established Is' 7rii&';ls for 
about 400 chemicals. - * 

o 

Some 30 to 35 chemicals, depending on the criteria used, have been 
catabllohed as carcinogenic for hum&n populations. Noteworthy example;? 
include tobacco smoke. Industrial chemicals, asbestos, such drugs as 
DESf ecd radiations. The ch^icals that are carcinogenic for man are 
also carcinogenic for animals with two exceptions— arsenic and benzene, 
which, we believe, have .not yet been adequately tested In animals. 

Hore than 30^000 chemicals are estimated to have commercial importance. 
In addition, some 700 new chemicals are Introduced Into commerce each 
^ear. Thus, a vastly Increased number of chemicals may ultimately prove 
capable of exerting carcinogenic effects In humans. Because cancer 
often takes 10 to 20 to 30 years to develop, It Is conceivable that the 
carcinogenic effects of current exposure to the ;lncreaslng numbers of 
environmental! chemicals may not become evident for some years. 

Bloassay Program 

Because the carcinogenicity of the chemicals in man correlates <• 
veil with their carcinogenicity In animals, it Is reasonable to Identify 
presumptive human carcinogens through animal experiments. Chemical testing', 
by the NCI began as a research effort and was expanded to It^ current 
level largely as ^a 'demonstration and feasibility study to develop 
■eans to fill the perceived Federal needs. ■ ^ ■ 
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•At present^ approximately 90 chemicals are be^hg tested In 
Animals. Experiments on an additional . 64 chemicals are being analyzed 
«ttd. reports are being prepared^. Another 100 chemicals will be started 
on cesC this year. The testing Is managed and directly supervlaed by 
the Katlonal Cancer Institute with support from a prime contractor, 
Tranor Jltco. 

Our bloassay screening system consists of administration of a 

single chemical at two dose levels to rotdents of two species In both 

saxes. Rodent species are used for the screening process because of 

their relatively short lifespans, their well-understood biological 

behavior* and the high rate of correlation between rodent carcinogenicity 

and the small number^f Icnown human carcinogens. In the interest of 

teating as large a number of chemicals as is economically feasU^le, 

a given chemical usually is given to only 50 animals of each sex and 

. ■ t 

•j^ecies at each dose level. ' Because of the small number of animals 

tested and their brief lifetimes as compared with that *f humans, 

one of the dose levels is set as high as possible to maximize the chance 

that a carcinogen will not be undetected* 

Por this same reason, the route of administrctlon for the chemical 
la selected to permit, exposure of as many body organs as possible. Each 
animal test requires about four yrtrs, including design, administration 
of the chemical, and analysis of the results. 

Because of the cost of these experiments both in time and dollars, 
•election of chemicals is a critical part. of Che. testing process- At 
the present time, selection depends on information concerning extent 
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of bumsn exposure as well aa the biological effects- of a given chenlcaX 
end any other sinilar chemical. Production data, information ou dispersion 
Into the environmenti chemical structure, and mutagenicity data, for 
•xaople, are examined by a Chemical Selection Working Group composed of 
■dentists from NCI and 10 other Federal agencies* Tliis group nominates 
chemicals for testing. Their nominations go to a chemical selection 
subgroup of the NCI Clearinghouse on Environmental Carcinogens, a chartered 
advisory body of non-govemment members that meets In open session to 
sake recommendations to NCI. Additional information on chemXcils selected 
for testing is received by the National Cancer Institute as a result of 
these discussions » and the final decision to test is made by NCI staff. 

Similar review procedures with other Clearinghouse Subgroups concerned 
vlth experimental design and data evaluation provide review of the 
testing protocol^ and results. After review, the National Cancer Institute * 
publishes a report of the findings, announced in the Federal register, 
and informs the public through the media. 

Copies of the report are sent to other Federal agencies. Additional 
Information on some chemicals is also sent to physicians • concerned with 
Occupational medicine, industrial and labor organizations, and environmental 
and consumer groups. " 

Each animal experiment costs about $300;000. Together with limited 
laboratory facilities and a shortage of personnel trained to conduct 
antol tests for carcinogenicity, the Nation's capacity for carcinogenesis 
testing is severely limited. The presently available resources for 
carcinogenesis testing In the world are estimated to permit testing of 
200 to 500 chemicals per year. 
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W« are keenly aware that our present bloassay techniques muBt be 
conoidered liaited in their predictive value. Much uncertainty exists 
In extrapolating across species. Improved knowledge of species 
. •Imllaritica- and differences Is needed, as is better understanding of 
the correlation between in vitro and in vivo tests. To predict- the -risk^ 
to man from known animal carcinogens, it is necessary to have information 
on the dose levels that are carcinogenic, the relative potency of the 
carcinogen, the routes; of exposure, to which man is susceptible, and the 
relative ability of human tissues ta detoxify, laet^olize, and excrete 
carclnogena. 

Moreover, human populations are rarely exposed to large doses of 
•Ingle carcinogens. Instead, man usually is exposed intermittently 
to nany carcinogens in various combinations and at low 'doses. Two or 
awre carcinogens acting in combination may be mutually inhibitory, 
•dditivQ, or multiplicative in their effects, this reflects in part 
the fact that there are different kinds of carcinogens, some of which 
act largely to promote the cancer inducing effects of others. 

A further problem arises from the evidence that implies that cancer 
Is a multi-stage, process, in which successive stages may be influenced 
In different ways by various types of carcinogenic and anticarcinogenic 
stimuli. At present, our knowledge is inadequate to characterize the 
status and outlook of a given precancerous condition or to define the 
probable net effect of a particular carcinogenic or anticarcinogenic 
•tjlmulus in a given individual. 
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ThuSf Che NCI current animal bjloassay effort for chcmlcaX 
earclQogens ':an detect only ^he potential of a chemical for 'causing 
Ctocer In huaans.. Its results cannot predict whether a particular v 
chesiotl will cause human cancer, but may serve as a basis for further 
Studies of Che chemical In qiestlon, 

Sactenslve research Is In progxess to l^^rove test procedures and 
to learn more about the factors that Influence cancer Induction, such 
aa dose, age, sex, route of exposurej and the effects of mixtures of 
chevlcals' Ihe goal Is to develop more &^nsltlve, reliable, and cosc- 
eff active long-term animal tests, and short-term. Inexpensive, laboratory 
tacbnlques* Emphasis In the long-term tests will be placed on selection 
of senaitlve animal species and s trains ■ route of exposure, and measuring 
tha amount of chemical entering the tissues of the 'test animal. 

Short-term assays under study include those in which there is 
1) induction of tra^sformacion of manmiallan cells in culture; « 
2} mutagenic or cytogenetic changes in microorganisms or maoiiLdlian 
cells; and 3) interactions between chemicals and cellular DNA. It Is 
anticipated that soma short-term tests may substitute for long-term 
animal tests » while others may be useful in pretest screening -to decrease 
tha number of chemicals that have to be tested in animals* Short-term 
teata also have a potential for enhancing the effectiveness of scrcaning 
the environment as well as specimens from the body, such as tissues 
and fluids, for potentially carcinogenic substances. One short- term 
teaCi the Ames teat, whl h assays for mutagenicity of chemicals in / - 
bacterj.a, is being used to assist in the selection and ranking of / . 
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chemcals for animal testing, and to provide Information about the 
biological -.Potential of environniencal chemicals. 

In other act vltleS, the carcinogenesis Information System will ^ ^ 
.hm further developed to coxiec4 analyze, and disseminate data on human 
ticposure to chemicals and toxicity of environmental chemlcala, and 
Vovldc a management system to aid la conducting ^na monitoring of animal 
axperlments In contractor, laboratories. Studies will be conducted to 
develop satisfactory methods^ to test mixtures of chemicals more 
representative of those toy^^ich huoan populations are exposed under 
natural condition^; Studies will include co^carcinogens and promoters, 
: chemicals that by themselves oiay not produce cancer, but act together 
vith small amouuts of carcli^ggens to cause cancer. 

Collaboratio n with Other Federal Agencies \ 
The National C^uiccr Institute has come to be relied on as the 
primary source of information for regulatory agencies. We hnve identified 
a growing number of agent J carcinogenic for animals, thus pointing 
to possible sources of rislt for human populations. 

70£ example, the Env ".ronioental Protection Agency (EPA) issued 
regulations on the use of the pesticides chlordane and hcptachlor, based 
on information mnie available by NCI. The Occuixational Safety and Health 
, .^dminlsriation (OSHA) modified the standard for occupational exposure to 
tricnlorocthylcne. The Food and Drug Administration (FDA) banned the 
use of chl.i^yform in drugs a^d cosmetics, including tootV.pastc. FDA 
requested the National C^^^icer Institute to review the scientific evidence 
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on the carcinogenicity of cydamate, an artificial sweetener. On the 
basis of our Information, the FDA ruled that the safety of the artificial 
sweetener is' too uncertain* to allow it back on the market and refused to 
lift; the ban, which hsA been ordered in 1969, The action taken by the 

• Consumer Product Safety Commission (CPSC). banning the use of the flame 
retardant TRIS in children's sleepwear was based on results from our 
test program showing it to be carcinogenic in rodents, / 

la the last several years, NCI has expanded its collaborative 
efforts with other concerned Federal agencies to assist them in their . 
responsibilities for regulatory actions and further studies of suspec^ted 
substances. In the past few months, the NCI and FDA hAye„been 
voirklng together to plan an epidemiological study of saccharin, anqthex; 
artificial sweetener, and other substances in relation to the development 

^ of bladder cancer. We have collaborated with the EPA in carcinogenesis 
studies in biorefr actor ies in municipal water supplies, and are conducting 
activities involved with EPA's responsibilities under the Toxic Substances 
Control Act, NCI has a staff member as a representative on the EPA 
Science Advisory Board, NCI has an interagency agr\ement with OSHA for 
an occupational cancer information ivtd alert program tr, njake available 
information and training aimed at reducing the risk of cancer among 
vorkcrs of the co^intry, NCI has transferred funds to the National - 
Institute for Occupational Safety and Health (NIOSH) for some 20 projects, 
primarily epidemiological studies in occupational situations. Together 
HCI and NIOSH have decided on the projects for using the funds. We have 
an interagency agreement with FDA's Bureau of Radiological Health to 



72 



65 



develop nonltorlng -end technical asslfitcnce programs, through Staca 
beelth departments for the radiation dosage for aanmograpHy examinations. 

The Hapional Cancer Institute .has organized a Clearinghouse on 
tavlronmental Carcinogens, consisting of 35 non-govenuaent individuals 
drevn from academic, medical and scientific research institutions as 
Mil es from industry, organized labor and public interest groups. 
Representatives of various Federal agencies concerned with environmental 
eeueee of cancer also participate in Clear lb ghouae activities. Its 
functions include seiection of chemicals that are suspect, designing 
experiments to determine whether or not they are carcinogens, data 
c^luatioh and risk assessment. 

Another relevant NCI- conaaittee is the Interagency Collaborative 
Croup on Environmental Carcinogenesis. It serves as a mechanism for 
developing and disseminating information and data from Federal, State, 
*nd Industrial organizations, and has continuous contacts with industry, 
trade associations, and labor unions. Agency or subagency representation 
includes 29 agencies and 51 representatives. Meeting at six-week intervals, 
this group serves as a focal point for interchange in programs relating 
to air pollution, water quality, and diet contaminants. 

Among the agencies of the Department of Health, Education, and 
Welfare, chemical testing efforts are conducted by the Food and Drug 
Administration, ^e National Institute for Occupational Safety and 
Health, the National institute of Environmental Health Sciences, 
end the National Cancer Institute. The NCI studies constitute the 
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tujorlty of these. ' It is notevorthy In this connection that cancer 
ia only one of the health lapacts o£ chemical exposure. The sta.te-of-- 
thft-art for testing other long-term health effects Is as limited as the^ 
tasting for cancer-causlng effects, 

SXEHS has a growing' Interest In the development of test methods 
for mutagenicity and teratogenicity, as well. as for other toxicity 
Indicators. NCI and NIEHS are cooperating In the development of a 
program alned at testing vhe animals in the cancer bloassay program 
for other toxicities. When fully operational, this will greatly 
Increase the benefit derived from the NCI bloassay program. Thus, 
to a significant degree, the NCI and NIHUS are embarked on an extension 
of testing, from carcinogenicity to a whole range of tox^c effects. 

Ve believe that the role of the Federal government will change 
over the next decade from one of providing major support for chronic 
toxicity testing to one of primary concern with the development and 
validation of new test methods and' quality control 9f testing conducted 
by Industry. During the Interim, the regulatory agencies will continue 
to rely heavily on NCI and other research agencies for support In 
'environmental toxicology.. The four principal regul^atory agencies, 
FDA, EPA,. CPSC, and OSHA have recently formed an Interagency Regulatory 
Agency Liaison Group for the purpose of coordinating and pooling their 
resources and activities In environmental toxicology. They have made 
overtures to NCI, NIEHS, and NIOSH to join them In a common approach to 
problems of mutuallntetest. . * 
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Although over the long run,. adequate testing of chemicals may be 
dona by Industry to. et4able regulation' prior to their introduction into 
coaaerce, a major concern now is that allocating resources co expand > 
the NCI testing program may occur at the expense of research needed 
to Improve testing methods. It is "Important that the role of the 
HCI — and HEW— in che.mical testing be critically examined, within the 
context of the needs and responsibilities of the '/.irious regulatory 
Ageacies. ' 

Epidemiological Studies 

Epidemiological studies (statistical studies) have provided new 
clueo to environmental risk factors through the identification of 
high-risk groups, opening possible avenues to cancer prevention. One 
such study has produced atlases of cancer nortality among United States 
%ihite8 and noa-whites in which are detailed the relationship between 
geography and death-rate patterns for different types of cancer. Comporis 
of the data for non-whites and whites has shovi) similarit tec in death- 
rate^^^^tems for several types of cancer. These si- '..ia* 'jr/?;- a 
role of environmental factors in their causation. 

An unexpecteii^iy high risk of lung cancer was to-.^.i* iw aow. t .:.cn 
coastal counties of the United States. The ^oss^^.: >.U.y v.uar lr:x'3 might 
be due to exposure to carcinogens in certain occup*;c5.c;nt( , i3:ic>i i exposure 
to asbestos in shipbuilding, led the National Car. IriStltii^i. conduct 
an .interview analysis currently being completed, f.rfc-r; 'si-;-; the 
Eaeteni ancl Louisiana-Florida seacoa jts. The NCI i; ,v d an 

analysis of the cancer death experience of shipyard w^ .icers who have 
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vbrVed In the State of Virginia, as well as Iwr-crvlctf study of 
next of kin of shipyard workers. Both- of thetir vtudies should be 
conpleted by the sunaacr of i978,. As an outcsovr-hj the KCI will assist % ' 
in expanded efforts to alert shipyard worket.^ w^d former shipyard workers 
to the possible hazards of - asbestos exposure i'^ under development. 

Other occupatlon-related'epldemlologlcr: studies to obtain clues 
to cancer risks Include studies of worke^ci In .'Jcathere petrochemical, 
auto, pharmaceutical, and dry cleaning iud':^ crlea. Studies of !;h<"^isk 
of colon cancer highlighted by the dea^h-rat-f. ^/itterna In Kebiraska will 
btt completed In 1979, and the' cooperfttJve i^Luir/ of bladder .:-^!ijcer now 
getting under vay In collaboration wlrh che FDA. also will ye completed 
In 1979, Stuales are In progress to evaluate r^^^iks of t;>.v.^ -induced 
cancer among patie-ata receiving drugs Co? v.\: t=vUtPiv-.n various 
cancers, for the suppression of the Immune 'system f^:■l^.)vl,^i3 transplantatlc 
and for the treatment of menopause. 

Ongoing studies of the risks of radiation-Jn^ti-^tjd cancer will 
continue to ev&luate the risk of breasr caoicer £'or women exposed to 
fluoroscopy and for Japanese women who «»ir/1.<*id th-n 1945 atomic bomb 
explosions. Children who . receive.*! riJ}yjc\'X±ve iodine as part of. thyroid 
diagnostic tests will be followed. Studies of cancer-prone families are 
In progress in an effort to.clarl'r the role of genetics in the 
development of cancer. 
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Research on the Process of Carcinogenesis 
Research on Che processes by which a normal cell Is transformed 
to. « cancer cell \ind a caucer cell 'develops In Co a cancerous growth' ^ 
Is an loporcanc pare .of Che cancer prevention program of the National 
Cancer Institute. Such basic knowledge 1& necessary for the developnxent 
. of approaches to cancer prevention. ' *- 

s ' Studies of how carcinogens are metabolized In the body provide 
information to explain the differing responses of various species to * 
carcinogens. In addition, metabolic studies help to identify activated 
forms of such^ compounds and the products of their 'reaction with the 
large molecules of cells. Because the development of cancer is viewed 
as^a stepwise process, studies of the process of carcinogenesis Involvo 
analysis of the changes in cells exposed to carcinogens, along with the 

• netabollc reactions of carcinogenic chemicals within cells.. An inherent 
potential for prevention exists in this stepwise process, in that Inhibition 
of the process conceivably may be Introduced at any level. For example, 
studies of the mechanism of converslor. of the widely occurring carcinogen, 
benz(a)pyrene, suggest that a highly reactive epoxide derivative nay be 
the ^carcinogenic fo.rm of benz(a)pyrene in the metabolic pathway. 

Enzymes Involved in the activation pathways and the deactivation of 
carcinogens are studied* as well as other factors such as hormones, 
nutritional status, and genetic background, which determine the levels 
of these enzymes. Such information may help in the development of methods 
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of blocking Che activation processes, and thus reduce the effect of 
carcinogens, 

A clinical trial in cancer prevention is about to be launched " 
as a result of findings in laboratory studies. Scientists observed 
that vitamin A-like substances could reverse the action of knovm cancer- 
causing substances in tests on laboratory animals, and thus prevent 
the development of cancer. NCI will, support a clinical trial of 
13-cls-retinoic acid, a chemical relative of vitamin A, to test the 
value of the compound in preventing or delaying the onset of bladder 
cancer in persons with precancerous bladder lesions. If this trial 
Is successful, the principle -could be adapted to other persons aj: 
high risk of epithelial cancers, since bladder cancer is an epithelial 
cancer. 

Other possible cancer-preventive agents called antioxidants 'hava 
been discovered in work with laboratory animals.' These will undergo 
evaluation and further aninal testing. Immunology, the study of the 
Immune system which protects the body against disease, is being invcs t-igaccd 
for Its possible role in the development of means to prevent cancer, 



Viru\ 



.Research 



The number of identified virus-induced tumors In the laboratory ha? 
Increased steadily froaj the mid-1950's until the present/as have the 
number of viruses with cancer-causing potential for almost every species 
of animal including sub-human prima tcf:. This is such a widespread 
phenomenon that, although no h-riSm* cancer-causing viruses have been 
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definitively -Identiiled so far, it seecs likely that viruses ultimately 
will be found to be causative agents o-f some foms of cancer in mar.. 
In -fact, the Epstcln-Barr virus has recently been implicated in the , -» 
etiology of a lymphoproliferative disease in subjects with a fiercditary 
fora of Immunodeficiency. Thus, it has become evident, from this and 
other developments that cancer induction is sufficiently complex chat 
Identification of a virus alone may Qot provide the complete answer to 
Its role in the causation of cancer. 

We now know that a tumor virus contains genetic materials that 
lategrate with the hereditary materials of the cell, and cause changes 
that transform the cells to malignancy* The process may be activated by 
radiation, chemicals, and other environmental agents. 

The emphasis in cancer virology has moved from the searcn tor 
viruses to studies of ways of controlling the expression of viral 
geaes. The direction of protein synthesis by specific genes (the • 
b^sic units of heredity) is called the "expression" of those genes. 
Virologists studying cells at the molecular level have discovered 
that the production of complete virus particles is. not required for ^ 
cancer formation by viruses. Even the presence of the whole viral 
genome (the nucleic acid core of the virus) is not necessary for 
malignant conversion. In all tumor viruses studied) the traixs forming 
Information is contained in one gene or a small number of genes that 
can be expressed in the absence of other viral functions. It 
appears that one gene, producing one product, can specifically transform 
a target cell to malignancy. The identification of the product of 
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thiii gtne Bad the study of Its mechanism o£ action are major thnists 
of cancer virology at this time, 

■ -■ ■ ' . . *^ 

Saoldn^ and Health 

L continuing problem In canctor prevention Is smoking, Kany studies 
liava shovn that a reduction of exposure to tobacco smoke* should 
result In reduced Incidence of saoklng-related cancers and other diseases* 
It is best not to smoke* Hovever, for those unable to stop smoking, 
• the'bea'b policy at present Is to sidoke less hazardous cigarettes. 

The National Cancer Institute has supported a program to develop 
a leaa hazardous cigarette. This program hais produced cigarettes contalnli^S 
fever than 10 miUlgrams of tar and less than 1 milligram of nicotine 
per cigarette, these figures compare well with the 19.2 sdlllicrar* 
tar and 1.3 milligrams of nicotine for the usual cigarettes mani^actured 
In the United S Dates today. Less hazardous cigarettes are In vide use» 
and It Is hoped they will reduce the risk of developing lung and other 
cancers , 

Also helping to reduce tar content for smokers Is the addition of 
filters which strain out a good deal of the tar* Today* 87 percent of 
all cigarettes have filters. The tar content of cigarettes is also 
reduced by adding synthetic products, which have very little tar, and 
also, by Increasing the bulk of the tobacco, and therefore incorporating 
less actual tobacco per cigarette. 

The National Cancer Institute collaborates In its smoking and 
health program with the Office of the Assistant Secretary for Health, 
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HEtf; the National Heart, Lung and ^Icod Xnatltute o£ KIU; Bureau of 
Baalth Education of the Center for Disease Control; Dcpartnent of 
Agriculture^; Aioerlcan Cancer Society; other research and public healchv^ 
aS^ciea; ^uxd the tobacco Industry. The ef fores are directed toward 
Identifying and modifying the bfthavlor of Individuals most Hkely to 
develop sffloklng-relaced cancers, oodlfylng sstoklng products, and 
developing drugs to help hlgh-rlslc Individuals stop snoklng or re<fuce 
the hazardotis effects of snoklng. 

■Tbe^j^ectlveness of controlling Iimg cancer through prevention / 
•fforta was Illustrated by a.30 percent reduction of deaths aoong / 
British male physicians during the period 1954 to 1964 when many stc/pped 
saoklng, compared with a 25 percent Increase among all men In England 
and Vales who persisted In smoking during the sasie tlzsc perlcd^^ 

Hew Information has emerged from recent National surveys >6f the 

sacking habits of adults, teenagers, and health professional^. They 

fehow definite trends, such as In increase In smoking among teenage 

girls, and a reduction In smoking among adults iifi general and among 

health professionals. This Information Is being used for prevention 
i 

programs to educate the American public to stop smoking on at least to 
accept less hazardous cigarettes and l.^jnlted clgarntce rousuirptloni 

The National Cancer Institute has several activities ongoing. One 
la to develop educational units designed to inform and motivate public^ 
» patient, and professional audiences on the latest information about 
smoking and cancer obtained from the National surveys. The units w5.ll 
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^distributed through Intemcdlary groups having direct access to 
^specific audiences. In this connection^ a comprehensive description of 
infomatlon in a number of areas ^relating to smoking was summarized 
In * publication "The Smoking Digest." The purpose of the publication 
iM to provide a resource for health planners containing the most recent 
Infonu.tion about cigarette smokers, biomedical effects of cigarette 
••oklng, cessation techniques and programs* and smoking legislation and 
regulation. 

(^ber activities Involve the support of a school**based smoking 
■ " / ■ ^ 

prevention program directed toward children grades 5 to 9 and a 

ptogram for training teachers. Another project is supporting an educational- 

/program designed for workers exposed to high levels of asbestos, because 

/ 

./ 



smoking has been shown to augment the hazard of occupational exposure 
to asbestos. • 



Diet and Nutrition 
• In response to a Congressional mandate, the National Cancer Institute 
is developing a major program in diet, nutrition, and cancer to determine 
how control of certain dietary factors, including over-nutrition, may 
reduce the occurrence of cancer. (The program is also supporting research 
to increase a^-TJiCicc and food utilization in cancer patients, in order 
to maximfik? nutritional support during therapy and rehabilitation.) 

An exceosivii amcunt of data relating nutrition to cancer is 
becoming available. In addition to the search for specific carcinogens 
thst nay play a causative' role, nutrliiloual deficiencies and/or excesses 
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mlBo are being studied for their role in contributing Co the development 
ot cancer. Present knowledge provides clues implicating such dietary 
factors as £ac and meat intake* e:^cess caloric intake, and nutritional 
habits that affect the honabnal-and metabolic balances. Thus, there is 
m potential, for iaancer prevention end further research in this area. 

The NCI has held a series of six workshops, in which approximately 
60 experts developed some 50 proposals for research on the role of 
nutrition in cancer causation and treatment. In collaboration with 
tvo voluntary organizations, the American Cancer Society and the 
Candielighters, practical dietary handbooks were prepared for the 
managecient of adult and pediatric cancer patients* 

* Education 

ft . ' ' 

An area of the National Cancer Institute environmental carcinogenesis 

program that has greatly increased in activity is education. In addition 

to the educatiop.al efforts mentioned in earlier pages of this report 

(in delation to sTsoking, asbestos, and the occupational cancer information 

and alert prosram), the NCI has other„ongoing activities. 

One is a prevention project for workers in Tyler, Texas exposed to 

• asbestos, and another poi' for workers in Louisville, Kentucky; exposed 

to vinyl chloride, bocK ;roved carcinogenic substances, lledical 

surveillance and healr}^ education are provided to the workers and their famili-c 

to assure early detection of p,recancerous lesions and early cancer. 

In addition, a siaoking cessation program was Implemented In order to - 

enhance ^he opportunities for prevention of cancer in the Tyler, Texas 

workers. 
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Another project directed to a special population group Is a 
followup study of 4,000 young women exposed before birth to diethylstilbestrol 
(DES) or other synthetic estrogens. The study shouIO provide definitive-, 
answers regarding the risk to cancer or other abnormalities of the 
genital tract due to such exposure. 

A conference was held in cooperation with the National Institare 
of Arthritis, Metabolism, and Digestive Diseases at NIH and the Bureau 
o£ Radiological Health of the Food and Drug Administration to assess 
the state of knowledge of the late effects of irradiation to the head 
and neck in infancy and childhood, and to develop guidelines for practicing 
physicians concerning the risks for thyroid cancer among thousands of 
people who received such irradiation. 

Brochures vere published to provide information for physicians' and " 
the public concerning irradiation-related thyroid cancer and .the effects 
cf DES exposure among daughters of mothers who received the drug during 
pr«ijancy. Educjjtional programs are being developed to- provide 
Information to physicians through National ;and State medical organizations 
and^ health agencies, znd to the public. Efforts are being developed 
to use the media to encourage possible high-risk persons to be screened. 
Another avenue for conveying information to health practitioners 

IT 

and the public is the Cancer Information Service^ (CIS). Based in most 
of the Comprehensive Cancer Centers, CIS offices offer toll-free telephone 
service to accommodate cancer-related inquiries. Since the first office 
opened in February 1976, CIS offices have received nearly 100,000 
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CmHb froB patients, "individuals with symptoms, or their families. 



to back up the regional system, the NCI operates a national toll-free 
Incoming • telephone line. ^ 

Suggestions for Reducing Cancer Risk 
In conclusion, the information about causes of cancer available 
AC present permits some suggestions for preventive measures for 
Individuals, to help reduce their risk of cancer. These Include 
actions such as: Avoid smoking; avoid overexposure to the sun; be 
careful of the diet, avoiding excess caloric intake and decreasing 
quantity of smoked and fatty foods; avoid as much as possible exposure 
to car fumes, factory exhausts, household solvent cleaners, and garden 




and lavn chemicals; and avoid aeedless X-rays. 
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Secondary Prevendon Accivicles 

For acCLvicies which are considered secondary in prevention, A cocal of 
$56, 185,000 was obligated in fiscal year 1977. This breakdown is as follows: 

1977 

$23,2A7,000 
4,300,000 
11,688,000 
16,950,000 

$56,185,000 
$286,942,000 

Accivicies in secondary prevention fall into three major classes, which are 
-referred to. as control and detection of cancer, general cancer diagnosis, and 
immno-diagnosis. Under control and detection of cancer, efforts focus on the 
utilization of existing diagnostic techniques ' for the earliest possible 
diagnosis of disease. This involves principally screening, dediopstrat ion , and 
educational projects. Under general diagnosis, most efforts are directed at the 
development or improvemenc of diagnostic techniques %#h ich lead to the detection 
of cancer at t^e earliest possible stage of its ieve lopnenc . . 

1 . Control and Detection of Cancer 

The National Cancer Institute, through the Division of Cancer Control and 
R.ehabilitation, conducts a number of projects, the goal of which is the 
reduction or morbidity and mortality from all forms of cancer through the esrly 
detection of disease before metasta«ps have occurred. Prompt diagnostic workup 
and thorough pretreatment evali«9Cion ehibles the administration of the most 
appropriate therapeutic regiir ne a time when treatment has the highest 
possibility of success. CurrtiV*: efforto and resources in this area have focused 
on detection and diagnobis of breast ca*itcer, female pelvic cancer, and melanoma.' 

2. Detection/P^i g^ nosifl Researcn 

Tb^ eecondary prevention portio" of tnis prjagram includes better methods 
for Oefinitive d J o* *:.cer thi liest possible stage so treatment ^ 

procedures have a b-; . " of succe,"! This includes research for the . 

evalu^' ton i\nd impr( ,'me oL rwn diagt.Jjcic procedures as well as developing 
new dniinitive diagnosti ^hods . Of particular importance is the development 
of non-invasive procedure ch th^rmcrvaphy and ultrasound. 

3. Cancer Di agnosis by SitG / 

/ 

, Studies are underway to detect precancerous lesions Lri three major siiefi"-- 
lung, pancreas and gastrointestinal trace. * 



Control and' Detection of Cancer 
Detection/Diagnosis Research 
Cancer Di agnos is by Site 
Tumor Biology 

, Total Secondary 

Total Primary h Secondary Prevention 
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Lung Cancer \ • 

A joint scudy currently is in progress by a Coopernciye Early Lung Ca'ncer 
Group. In this &Cudy each of chree projects (ac "'Inyo loundacion, Johns Hopkins 
Univeisicy Medical School and'Hemorial Hospical-Sciw..^ Clinic in New York City) 
will screen ac lease 5,000 persons who ate heavy smokets annually for lung 
cancer with fiequenc spuCum cytology and chest x-ray examinations. In each 
project 5,000 other screenees (of equal risk) will be randomly selected to act 
as a control cohort. Localisation of lesions is accomplished with fiberoptic 
t^nchoscopy. The goal is to detect lung cancer at a sufficiently early stage 
to\penait its removal and cure by a surgical procedure that will be less 
exte^ive thanxa pneumonectomy. Tr.e University of Cincinnati Statistical Center 
cooidtspates accumulation of data from the three cooperating projects. A Manual 
of Pr^cedures'^has been, compiled by the group. Ten thousand persons have already 
been screened at the Mayo Clinic, approximately 8,125 persons at the Johns 
Hopkins Medical School and 5,600 at Memorial Hospital. At Johns Hopkins Medical 
School studies continue on cytogenetics of lung cancet :ellb in sputum, i 
imminological procedures in ti^^ detection of lung cancer and other procedures. 
The Mayo Clinic. is studying the role of aryl hydrocarbon hydroxylase enzyme in 
heavy smokers and persons with lung cancer. At Memorial Hospital in New York 
City, studies toward the development of a squamous cell antigen related to lung 
cancer will be undertaken. 

■ Cancer of the Pancreas 

Three cooperating institutions. Mayo Foundation, the Univers^'y of Chicago 
and Ksmorial Hosi^ital'Jloan Kettering Instf':ute, are s'ludying, in a 
pred'Utermined manner by a common protocol, patients who are suspected of having 
^rancer of the ^r ncreas and are "boiH: to undergo abdoc'nsl surgery. Special • 
studi^ delineated in the protocol include preoperat ive* and operat ive study of 
CEA in perij>heral and po.tal venous blood. Special studies are being made of 

pancreatic excretions obta-inefM-Vnrough a fiberoptic scope in"the duodenum^ ; 

pancreatic and biliary ducts^ ouch secretions are being studied for 
tumor-associated antigens, abnormal enzyme content, biochemical alterations, as 
well as cytological chan^.es which will permit the earlier diagnosis of 
pancrejtic cance*-. Othei diagnostic methods being investigated include imaging 
with ultrasound/ CTT scanning, radionuclides, and retrograde 
pane r eat oduodenography . 

Gastrointestinal Cancer 



Ssveral ongcrng projects ate concerned with various aspects of diagnosis of 
gastrointestinal cancer. Studies at University of Rochester and at eight other 
institutions under the auspices of the American College of Radiology are 
expl. ring oerhods of bowel preparation prior to barium enemas or colonscopy. At 
the Mayo Clinic, there :!y a study of carcinoembryonic antigen in conjunction 
with other tests for cancer to determine if any of these combinations will 
assist in the earl^ier diagnosis of gastrointestinal canc^.. Two projegr#- al M l. 
Sinii Medical SchooT and the University of Louisville, have beefT'i'fivest igat ing 
developiaent of a quick, sensitive method for this detection of human blood in' 
stfol Bpef.inens. A study at University of tfinnesota will investigate the use of 
a screening technique for human blood in the stool as a means of detecting early 
bovel cancer and thereby possibly prolonging lives. 
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In addiCLon Co projects aimed ac specifir cancer sices, a vat of 
projects are aimed ac iffi:)roving cechnology toward secondary prevent l-- ,. These 
include work pn biological markers, nuclear roagneci : resonance, and ir.. -^v-d 
x-ray imaging, and improvemenc in mechods of cycology aucomacion. Aoo' 
scries of projeccs are directed coward improving che physical tools av ' ■« 
for early diagnosis of breast cancer.' In addition Co mammography, che& lude 
xeromammography, ulcrasound, eleccionic cechniqnes, rherroography and 
computerized comography. 

^. Tumor Biology 

Approximace'ly 25Z of che Tumor Biology research progr'im could be 
incerprece4 as supporcive of research aimed secondary pr'even/ion. The focus 
of chis research in animal and cell culture .-o- 1 s/s ctms , is directed toward an 
understanding of molecular and cellular proci:. : • -re the development of 
intervention measures to prevent* con t inued grov.. spread/bf tumor cells are 

most likely to succeed. 7n addition, a substant.^i p rt of \his effort is aimed 
at Identifying potential diagnostic indicators foi th ^ jJrly Jfececcion of the 
cancerous process. Specific major areas include: 

- incracel lular faccors and faccors in seruu; thM . -ntribuce 
tio and/or concrol cumor cell giowch and DMA i»yni:. . - . 

- idencif icacion of nucricional faccors chac r*- ponsible 
for che maincenance of concinued cell growr?. j;..* i^rascasis.' 

' idencificacion and charac cer izat ion of curaor ell -^roduccs. 
that contribute co cumor progression or thar. lury be 'jseful 
in detection and diagnosis. 

- identification of factors involved in cell adhesion, cell 
aggregation, and ocll movemf:rit that contribute to 
metastasis. 

- identification of metaboli: abnormalities in tumor cells, 
especially in energy metabolism, that can be specifically 
interferred with to stem tumor growth. 

L ' . 

The National Cancer institute is obviously quite concerned with ^be 
importance of the utilization of prevention techniques to hasten tho. conquest of 
cancer. To this end, prevention activities range from atterapts to reduce 
exposure to known carcinogens (cigaf?':tft smoking) Co the se.arch for yet unknown 
carcinogens (chemical testing, viruses). A vatiety of techniques are used, 
including the identification of peisons high risk, development of procedures 
for' reducing exposure to cancer CAusing ageni-, assessme.u of most appropriate 
avoidance methods, development d techniques fo: follow-up on individuals 
already exposed, and promotion of r'^sulting roeasurps through educational and 
demonstr&tion progr.. Particular emphasis is being placed on ident ificatirn . 
of those carcinoger.i a^jeuts thft warrrmt specific pr<ivention control activ't 
NCI has no regular y jsuthority over carcinogens either already in the 



85 



81 



environment or potential ones, Tl^rtrefore, intervention techniques available to 
us are. limited to those which reU*:e to persuasion or through public end 
professional education. The smoking ,irea constitutes the single greatest 
opportunity for cancer prevention. Nine. of ten smokers indicate they would like 
to quit, according CO latest bchavijul data, and in the near future, the 
Institute's communications on siooking will be greatly increased. The eraphasi« 
will shift froo the usual exhortation to sl^op s'loking, to the provision of 
information on how to quit or wt-ere to obtain help in cessation. The National 
Cancer Institute supports information services that respond to about 150, OOC 
public inquiries a year. Many of these are related to cancer prevention, 
opecifically to immediate and specific ha?:ai*ds in the environment. 
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Mr. Maguire, There lias* been a. lot of discussion about whether it 
IS this percent, tliat percent or some other percent. There has been 
a lot of debate abbiit it. and I gues5i' there are a lot of different ways 
to make the Calculations, but I think this committee would appreciate 
havmg whatever you can give us that you regard as accurate and 
properly identified ais preventive. 

Dr. Uptox. The figures vary, of course, depending upon how on^ 
defines prevention— whether one speaks of primary prevention, sec- 
ondary prevention, and so on. We can provide for the record a break- 
do^vn which will allow an understanding of how the figures are 
derived, and a further breakdown by the reader if different defini- 
tions are desired. 

Mr. Maguire. Why do you not give us your best go at that? We 
would appreciate it. 

Dr. Urrox. I would be glad to. [See pp. 55-81.] 

Mr. Maguire. In my earlier questioning, I had asked you whether 
It was your intention to expand and intensify your efforts in the 
area of cancer prevention. I do not think I got a specific response to 
that question. The inference was that ^ou were going to, but I would 
like to hear you say you are going to if you/are in fact going to, or 
that you are not going to if in fact you are n/>t going to. 

. Dr. Upton. We are indeed going to. This' is our highest prioritv at 
the pre.sent time. / . i . ^ 

Mr. Maguirk. Thank you. Would you agree. Dr. Upton, that a 
great miijority of human cancers are caused by environmental fac- 
tors and^ire therefore preventable? 

Dr. Ufton. I would, Mr. Chairman. Yes. 

Mr. Maguire. Dr. Fredrick'son, would vou agree with that as well« 
Dr. Fredricksox. Yes, I would, Mr. Maguire. 

Mr. Maguire. The com^iittee does have a number of additional 
questions which are in written form which we would like to submit 
to you and invite your written responses to, and rather than take the 
tune of the witnesses an^l the committee today, we will submit those 
questions, ' / 

Dr. •Fredricksd:st Wp would be very pleased to take care of them 
that way. . / 

[Testimony resuines'on p. IGO. ] 

[The following quf^stions and answers were submitted for the rec- 
ord:] / - 
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Responses to Questions from Members of the House 
Subcommittee on Health and the Environment 
for the Hearing Record 

National Library of Medicine-Medical Library Assistance Program / 

A. Would the National Library of Medicine be an appropriate 
repository for the establishment of a registry or 
Integrated national data base to assist la the location 
of persons. exposed to carcinogens and referral- of these 
persons to appropriate health agencies and to facilitate^ 
studies of the effects of suspected carcinogenic substances 
on humans? 



answer: The National Library of Medicine WQuld not In our judgment 
be an appropriate repository for such a registry or Integrated 
national data base. The data bases built and maintained by 
the National Library of Medicine are derived primarily from 
the published medical and scientific literatures. These data 
bases are non-confident lal In content and are available for 
access by all who need the Information they contain. 

Identifying persons who had been exposed to carcinogens would 
require access to personnel records — such. as employment records 
hospital records etc. — which come under the provisions of the 
Privacy Act and would Involve ti\e data base builder with the 
handling of confidential Information. Referral of exposed 
persons "po appropriate health agencies" woui^d Involve Inter- 
actions with "patients'^ In the form of counseling. For these 
reasons ,these activities do not appear to be appropriate for the 
National Library of Medicine. 

B. How many medical and health science libraries are ^here in 
the United States and how many of these receive assistance 
under the Medical Library Assistance Program? ^ 



answer: There are approximately 3000 medical and health science 
libraries in the United States wJth at least 500 bound 
volumes* 25 current journal subscriptions* and part or full- 
time staff. Of these, 1525 have received direct grant support 
under the Medical Library Assistance Program. 

C. . Kow^idany hospltials In the United States are (and how many |- 

are not) currently served by the regional anH. resource libraries 
supported by the Kodical Library Assistance Irogrfo? 



answer: Our data show that the 10 Regional MedlccL Llbrarl s 

and thelc network of reftource libraries are currently ser-zing 
3000 hospitals.- The volume of interllbrajX^loan actlvlf , 
averages about 57 loans per year for each nospltal. Ap;*:3Xl- 
mately 4000 hospitals have uot yet been reached. 

0. ^ Kot^: f-iiny Individual and Institutional training ^.tants In 

Ihe mfidical library sciences under Section 393 of the PKSA 
did the National !Llbrary of Medicine make In FY 1976 and 
F*f 1977? Mhat was the average and total monetary amount of 
these grants In FY 1976 and FY 1977? ' 

answer: In FY 1976 thirteen institutional training grants were 

awarded In the total amount of $1»389*000 with an average per 
grant of $106,000. In FY 1977 ten were awarded foreS total 
of $1,208,000 and an average of $120,000. Emphasis In both 
years was on the training of health professionals In the use 
of computer technology. Additionally one contract In the 
nmount of .$124,C.iO was awarded in FY 1977 to the Council on 
Ltirary Resources to provide management Internship training 
lor medical librarians. The NLH did not make any Individual 
training awards In 1976 or 1977. 
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National Cancer Institute j 

A. Comprehensive Cancer Centers 

There aro currently 19 comprehensive cancer centers receiving 
funding under a variety of. legislative authoriiations. The 
main funding mechanism for each of the comprehensive cancer 
centers is the Cancer Center Suppujrt (Core) Grant which is . 
awarded uiftier authority of Section 301 of the Public Health 
Service Act rather than Section 408 of the PHSA. 

The total dollar support to individual centers and to the 
centers collectively is not available. However, in FY 1976 
the National Cancer Institute awardod Cancer Center Support 
(Core) Grants to 61 centprs for a total of $47.8 million. 
In FY 1977 there we^e 64 Cancer Center Support (Core) Grants 
made for a total of $55.1 million. Of these total ^grants, 
19 were made to comprehensive cancel* centers. In FY 1976, 
. there was a total of $170.1 million in NCI funds awarded to 
. institutions where comprehensive cancer centers are located. 
In FY 1977, this figure was $233.2 million. It should be 
emphasized that these awards were .to the total institution, ' 
not necessarily restricted to the center. Other areas of 
support, such as funds from private foundations and other 
agencies of the Federal government enter into the total 
monetary funding picture for a comprehensive cancer center, 
but this information is not available to us. 

The National Cancer Institute, in its requirements for 
recognition as a comprehensive cancer center, does require 
that comprehensive denters .enter into community activity 
programs which fall into the category of "technology 
transfer programs." - . 

The NCI does not require cancer centers to. conduct cancer 
information programs for the public; however, through the 
Division of Cancer Control and Rehabilitation, there are 
cancer information systems available at most of the compre- 
hensive cancer centers throughout the country. 

. There is no requirement on the part of the National Cancer 
Institute for a comprehensive cancer center to be involved 
in prevention per se. However, one of the characteristics 
for recognition as a comprehensive cancer center is to have 
an organized detection program, and all of the Comprehensive 
cancer centers are in the process of developing such programs 



While, the NCI has no requirement that a center should engage 
in activities involving children, a large number of the- 
centers specialize in pediatric oncology, such as the Sidney 
Farber Cancer Institute, world renowned in this field. 

The National Cancer Institute requires all comprehensive 
cancer centers to meet 10 criteria set forth by the National 
Cancer Advisory Board. These criteria are att^iched. 

Since one of the ciriteria for recognition as a comprehensive 
cancer center is the conduct of basic research, all of the 
comprehensive cancer centers arc involved to some degree in 
actual basic research. 

The National Cancer Institute considers the centers, and more 
specifically the comprehensive cancer centers, to be a most 
important and iAtegral part of the overall National Cancer 
Program. 
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Comprehensive Cnnctr Centers 
Comprehensive Cenccr Centers conduct lonjf-terni, miiltidisciplinary pro- 
gri-ams. Tne National Caiicer Advisory Board has determined thnt Comprehensive Cancer 
Centers must have the foUov.ir.j; ten characteristics: 1^ 

1. The center n:u^: have r. stated pin-pose that includes carrying out of basic 
and clinical research, training, and demonstration of advanced diajrnos- 
tic and treatxent meihods relating to cancer. 

2. The center must have high quality interdisciplinary capability in the 
perfoi*mar.ce o: diagnosis and treatment of malignant diseases. 

3. The center must hnve an environment of excellence in basic science 
which will assure the highest quality in basic research. «. 

4. The center should have or should develop, an organized detection pi\>- 
•gi-am. ; ^ . ' I 

5. The center n:u5t maintain a statistical base for evaUiatinu of the results 
of its program activities.' For this l)Ui-po3e, records should be developed 
which win ••tajidardiic disease classification to enable exchange of infor- 
mation betwee:i instiiutions. 

. 6. The center sho.ild provide leadership in developing community pi'ograms 
involving Hc;ive pArticipation by members of the medical profeifion prac- 
ticing within the area.served by the center. • 

7. The center must have a slrong research base (fundamental .lud applied) 
and related -.rainin}: programs, with an organizational structure, which 
will provide for ine coordination of these activities with other facets of 
the center program. 

8. The center will participate in the National Cancer Program by integrat- 
ing its efforts vyilh the activities of other centers in an integrated na- 
tionwide sys:em fdr the prevention, diagnosis, and treatment of cancer. 
For this purpose, tho center must have sufficient autonomy to facilitate 
this function, ^ 

9. The center mu-it hr.ve an administrative structure that will assure max- 
^imum efTiciency of operation and sound financial practices. The adminis- 
tration sho'j'd include re.sionsibility for proijram planning, monitoring, 
>£nd execution as well as preparation of the budget and control of ex- 
penditures. Administration and management would include stafT appoint- 

. ment and sp?.ce aliccation, the intent bc-ing that such a center will have 
the autho.' i:y to establish the.nece.«;sai'y adnnnistrative imd management 
procedures fo;* cp.riyinp: out its total rcspon.-ibiIity as defuied in the 
cnteria. 

10. In order lo ^ive'th*:: program cohesion and idcutiffcation, it is a require- 
ment iha: (Ach ctn-.er identify an appropriate number of c.incer center 
beds for intcriizriplir.ary clinical research ;.:id treatment of iupa-.icntit. 
In ctUf-ral. i: i> eNpectcil I hat tlic.-e will be grouped and that existing 
inpatii-nl :acil::i«:.> v>ll! be coinmitlcd for tin's pui-jjose. 
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. Please describe and indicate the number of and the "total and average level 
of monetary support for community cancer programs supported by NCI in 
n 1976 and FY 1977 under its cancer control program authority (section 
409 of the PHSA). Please describe and provide comparable budgetary 
breakdowns for other programs supported under section 409, For FY 1976 
and FY 1977, how many organizations and/or individuals h^ve requested NCI 
funding to estafilish (1) community cancer programs, and (2) other programs 
supfljorted under its section ^09 authority? How many applications were 
submitted for funding of these programs? How many of these applications 
were approved and how many of these were funded? Vould the cancer control 
program oe more appropriately administered b>- a Federal agency other than 
NCI? Does the cancer control program represent an effective use of Federal 
funds? 



Answer; 



The number of and total and average level of monetary support for community 
cancer programs and for other programs supported by Nd under its Cancer 
Control authority in Fiscal Years 1976 and 1977 are ds follows (amounts 
in thousands): 



Program Area (Year) . . No^ ^V s/mount A verage 




FY 1976: 

Community Programs 73 $1^,834 $231 

Other Programs 169 $37,182 $220 

FY 1977: . ' - 

Community Programs 82 /$18,656 $228 * 

Other Programs 15^ . $39,118 $25^ 

It should be noted that a large number of awards categorized as "Other 
Programs" are heavily involved In activities at the community level. 

The number of organizations and/or Individuals requesting funding, the 
number approved, and the number funded are as follows: 

Program Area (Year) Applications Approvals Awards 

FY 1976: 

Community Programs 82 7^ 73 

Other Programs 303 182 169 

FY 1977: 

Community Programs 121 83 82 

Other Programs 235 162 15^ 
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It Khould be noced chat chese. numbers include alf non-competing renewals 
fvoding during che period in question. 

Concerning the question, "Would the cancer control program be more 
appropriately administered by a Federal agency other Ithan NCI?"» the 
cancer control program is designed to provide a means^ by which the 
latest technological advances in thu prevention and treatment of cancer 
can be transferred to those persons who can use thoseladvances. 

This transfer requires continuing scientific assessment to Identify and 
evaluate technological advances which become candidatcjs for transfer 

-from research to medical practice. This requires a clQse association 
between the research and the control disciplines. 7or\exaiople, the 

readiness of candidate technique? for screening asymptoniatic» high risk 
Industrial workers for bladder cancer was recently evaluated by experts 
in cancer research and cancer control. While the techniques of detection 
were found to be effective and of minimal risk, thete wis insufficient 
evidence that early detection was of significant benefit! in light of the 

. treatment protocols presently available. \ 

. The process of assessment requires close and frequent contact between the 
control and the research components of the cancer program. The recently 
developed "matrix working group" within NCI help assure al constant inter- 
change of information between the cancer research'prograns and the cancer 
control programs. A major administrative or geographic diyorce of research 
and control programs would tend to constrict the flow of knowledge engendered 
by the frequent person to person contact. * 



Cancer control programs also require the mechanisms to transfer technology 
to the professional and co the public. In many cases these\mechanisms 
are highly specific to cancer. For example, a significant Aart of the 
cancer control program is effected through major Cancer Centers which arc 
devoted entirely to cancer research, treatment and educationl An adminis- 
trative separation of the Cancer Research Program and the CaAcer Control 
Program would tend to complicate' the relationships between the centers and 
the Federal cancer program. This relationship between research and control 
In the centers program is also true of other programs — programs with the 
Clinical Cooperative Croups for example. I 

It Is realizs^id that other aspects of the cancer control program could 
potentially benefit from a close- ^association with other control programs. 
To develop these associations, NCI works closely with organizafiions such 
as OSHA,'NIOSH, ...as well as with other Institutes within t4ie WlH. it 
a^pea^s that these relationships can be strengthened and made mbre effective 
vichout any major organissational changes — changes which might \adversly 
affect the close symbiotic r:rlationship between cancer research |and* cancer 
control. 
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The Inforraation which follows responds to the question posed as to 

whether or not Cancer Control activities represent an effective use 

of Federal funds. ; 

■ • , '3. . 

A review of these information transfer processes that occurred by the end 
of FY 1977 through contractor and grantee activities shows .that 1700 to 
1800 community hospitals have been directly or indirectly involved in cancer 
control as a result of DCCR projects. This is over «2 percent of the * 
AOOO community hospitals with 50 beds or wore in the United States, The 
total Cancer Control program han been established to influence the cancer care 
in. target areas containing some 60 million people yith information outreach / 
available to an estimated 100 million persons in the United States. 

In looking at how this occurred. Comprehensive Cancer Centers have, wheh^ 
Including the activities niade possible through DCCR's Clinical Oncology 
Program; Cancer, Control in Clinical Cooperative groups; various Treatment 
Grants; Head and Neck Network Demonstration Program; Breast CanceJ^^Network 
Demonstration Program, and Clinical Chemotherapy (leukemia and l^phoraa) 
Network Demonstration Programs have involved some 590 communit^hospitals. 
Thf screening programs In the Cancer Control Program have im/olved some 
84 Additional community hospitals and over 800,000 persons^ho have re'ceivcd 
screening and cancer education. Projects to improve rehabilitation and con- 
tinuing care interventions in the co.-cmuniCy setting thr(^ugh demonstrations 
and training programs have involved some 50 - 60 additional community 
hospitals as well ^s many other major centers that a?e hospitals experienced 
In cancer. ' ^/ 

These estimates of involvement do not include those hospitals for which 
representatives frcm tholr staff attended one^f-a-kind project-sponsored" 
activities such as workshops, training scssl^s, tumor board meetings, 
visitations, etc., in intervention program/where a routine communications 
was not being established for that particular (event or activity. They do 
include the situations where a long range^ interaction is involved and/or 
where the training sessions were substantial ^n time required, and/or offered 
on a continuing basis. The occasional, /;^'one-of-a-kind interjctibns resulted 
in several thousand more professionals'/being Influenced by the Cancer Control 
Program contractors and grantees. In;>'total, it is estimated that over 
30,000 professionals have been involved at some point in the Cancer Control 
Program to date. 
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C.Has tho NCI completed its review of the* 66 breast cancer cases 
of the cancer detection demonstration project alleged to have 
involved unnecessary , surgery? if so, what are the results of 
this reviewr and what 'conclusions has , NCI ' drawn respecting 
those allegations? 

" . ■ ' » * ' " 

^ A final report has not yet been 'receiveVJ from the Beahrs Gr^up. 
From the supplementary report received in November 1977, the 
analysis of * the so-called benign cases is as follows: 

66 cases 



" 2 case/s computer mismatch 

64 cases 
r l6 cases confirmed as cancer 
48 cases / * , 

11 ca^es biopsy only 
Tf canes 



Of the 37 cases } , r 

-30 had two-6tage surgery several days ,to several months 
after biopsy | ^ 
f ~7 cases\done in a one-stage procedure ^surgery same day 
^ as biopsy) 

Of the 30 cases with two-stage operations, 15 had consultation 
by national experts, including members of "the Pathology Working 
Group. The other 15 cases were -reviewed on consultation by 
pathdlogi'sts, in the local community. * 

Of the . seven cases with pne-stage surgery, the project pathologist 
agreed^with the diagnosis of cancer in two cases. In three ca's'es 
the. project pathologist disagreed with the hospital pathologist. 
In two cases ,^ th'e .diagnosis was based on frozen section ^Silides, 
and no penftanent slide's were. made. * 

There maycbe additional information available on these cases in 
the final Beahrs Group report. 

X-ray mammography does not lead directly to breast surgery. \' 
Mammography exAirvLnations identify 'abnormalities in the*»brea^t.* 
These may lead to recommendations . for further diagnostic tests 
such as breast biopsy or breast aspiration. A biopsy* or 
aspiration 'that confirms the diagnosis of cancer is Usually 'the * 
deciding factor on -whether ^surgery is done. Modern mammography 
is detecting very small lesions (infiltrating cancers; from 0.1 mm 
to 0.9 mm and all non-infiltrating cancers) in the female/ breast. 
Thes e minimal cancers are difficult'for pathologists to interpret, 
and there are differences of opinion among even expert breast 
pathologists on the exact classification of tlicsc disorders. 



The surgeon when faced with making a decision regarding management 
of a breast conditipn must take into account many fact6rs - the 
pathological report of cellular chai\ge being only one J Other 
factors include a personal history of breast "cancer , family 
history, of breast cancer* other possible risk factorsi\the 
degree bf difficulty of evaluation of the breast tissue on 
physical examj.nation or on mammograph due to the size of. the 
breast or tissue consistency, the emotional state of the^ patient 
as well as the desire of the patient regarding the management o£ * 
her problem. \ 
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0. What are the Departacnt's views respecting statutory requirement 
that NCI conduct or contract for testing or other evaluation of 
the carcinogenicity, and mutagenicity of xubstanccs; upon the 
request of the bead of any other appropriate entUy of the ' 
Executive . or Legislative Branch of the U.S. Governiaent, assuming, 
that Che other, entity must reimburse NCI for the full cost of 
conducting or contracting for such testing or evaluation?"' 

The potential adverse effects of some 30,000 or more chemicals of 
comnerclaj Importance In the natlon'are a grave 'and Important contfcrn. 
Identification of carcinogens among. these compounds Is pcrli)tps the 
greatest concern, and much of the testldg be^ng done In this area Is 
carried out by the National Cancer Institute. These tests»co8t up tb 
$300,000 per compound, require extensive facUltles'and highly specialized 
personnel, and tak«( three to six years to complete. Nonetheless, carcino- 
genesis may be only one^ of tfhe effects of a given chiiical. There ^re 
other toxic effects from ch&icals, such as teratogenesls, fertility 
impalrmeyt, and^ other central nervous system aisea^^es. Research now 
indlcae^s.j:hat*many of these can be determined through long-term animal \ 
tests, pgrhaps using a single Lest system, often identical* to those 

employed to identify carcinogens. 

> . ■ ■ 

Because of^ the slpllarities in such testing, it would be reasonable to 
consolidate much of^the toxicity testing now conducted by NCI and NIEHS*. 

hierarchy of^ yltro and In vivo tests could be 'employ<jd in sequence. 
It would also lead^to development of protocols designed to take advantage 

of the efficiency and economy of multiple end result testing. To 

, - ■ * i> ■ ■ ■ ^ » 

reaWzfe such economies, the Directors of the NIH and the two Institutes 
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• . ■■ ■ • - ■ 

belitfve that, at a miniaua, rfsorganlzaitlon should consolidate the 

' . » • I 

following resources into orie 'institute. « ' < 

. . ^ ■ ;h " • 

Dollars (mUlions)^ • Man-Years 

HCI • $ 21.9 ; 56.5* ^ ^ 

NIEUS 2.0 • *3.0 s 

1$ 23.9 ' . 59.5 ^ , • » 

, . M J» V . . . 

^ HEW staff; only; approaclnateiy an additional 
260 nan-y^rs is provl(?ed iy contractors. 

' .. * ■' 

Tbc NIEHS v^th its broad mission could ideally accommodate such testing 
because of its concern over all ^.isease end points. Plural^ governance 
of the testing would: (a) insur^.t^t NIH aresearch neatls-'and the ^eeds ' 
of the' regulatory agencies ariT served, (b) provide policy direction for 
tha testing^ and (c) provide assistance «ln refining and '/eg^plainlng to ' 
the public the lioportancc and oeanlng of 6e'sts results. ^ 

In addition tq -the.KIB consolidation jof efforts,;' the Department is « 
f^iplering whether a'consortial arrangement nJlght'lie appropriate whereby 
resources of regulatory Agencies, could be folded, under aome appropriate ' 
otaoageacnt designed to provide advisory and policy guidance and to lj;^ure 
that the needs\f the regulatory igenciea are served. Intense discussions ■ 
are under way^ to determine these arcangcments. It seems to Us. that the . . 
objectives of a statutory provision can be seiwed better by one of the 
several plans being developed within DIIEW, and w^th consultation. With 
other rejQilatory ngenclf^b outside the Dcpartmnnt. ./ y '■ ■ 
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What are , the Department's views resp^'^ng a statutory reqiurement 
tjiat at ;least two members of the Nati^l Cancer Advisory Boani. 
■ust be/'connimity cancer care providers actively enga^^ed in the' 
treatment of cancer patients"? ^ . - 

Thepast and current composition of the National Cancer \Advisory Boaid 
^las. and does include representatives actively engaged in the treatment 
of cancer patients. It is anticipated that future, routine appointments 
to the National Cancer Advisory Boarfl liill include individuals actively 
engaged in the. treatment of cancer jJatients. Current Board members 
engaged in th« treatment of cancer patients represent areas of surgery, 
radiology and chemotherapy. However, the Department has ho objection to 
a statutory requirement that the membership of the National Cancer Advisory 
?pard be modified to include additional members actively engaged in the 
treatment of cancer patients. / . • 
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^ Please describe and provide buds«t«r*/. informartion regarding tlie programs - 
of Che NCI relating to cancers, which . particuiaxly affHct children. v 

After acci'f'entSy cancer is the most comiaon killer of children*. The annual 
rates» de'cetmir.ed by the l^ational C^Acer Institute's Third National Cancer 
Survey, are 12.4/100»000 white and 9.8/L00»00O black children under age 15 
years, compared to 278 and 319/100,000 for all ages. In other words, of the 
apptoxitnately 600,00Q .new cases of cancer in the U.S. annually, only about 7,300 
'(1.2Z) occur unde^r age «•$ years. However, tne*problem of childhood cancer niay 
deserve \ropotrtTbadcely giV^ater effort 'than these figures suggest because of 
the largJ loss of person-years and the poignant unmeasurable tragedy. . 

The'Nationa4 Cancer institute's efforts in childhood cancer include x 
improving survival through better therepy and |inderstanding fundamental \ 
biological mechanisms of cafclnog^nesis. For effective* prevention of childhood, 
cancer, much remains to be uiTdftrSto^d abaut 'iits etiology. ^OPthe known 
etiologic factors, both genetic (inborn) iihd environmental factors are at work, 
sometimes interact ing,* somec imes with one predominating. 

.' ' < 

Genetic Factors *' * 



As reviewed by a *recent Vational-Cancer .Institute monograph. Genetics of 
Human Cancer , host de^etninants are especially apparent in .childhood cancers. 
Children at high risk of <4^ancer can be identified because pf birth d^fecCs.or . 
their ifaaily history of neoplasia. "At times; primary prevention of cancer is 
possible in childhood. by removal of the nonvital organ at 'risk. For example, 
removal of the large bowel to prevent polyps from becoming 'malignant, removal* 6i! 
.the thyroid gland to prevent thyroid cancer, br removal of gonads to 'prevent 
'testicular cancer. Primary' prevention can also be achieved through geQetlc 
counseling of persons with one of over 200 roendelian traits which predispose. Co 
.mal ignancy. . ^ , 

Over the past fifteen years, the Inst itute ' s Ep idemiplogy branch has 
advanced the clinical and preventive importance ''of the overlap between childhood 
cancer and birth defects. For example, children born^wieh sporadic absence'o.C « 
the irises (aniridia) or with overgrowth of one side bf the body ' <^ 

(h(!mihypertLophy) are closely followed because of their high risk ^r Wilms' 
tAjmor of the kidney, < 

The presence of close relatives with cancer, espec ial ly^ibs , can identify 
irtdividuals who should be screened for malignancy. In recent years. Cancer 
Institute physicians have r'^ntt ibuted to the early diagnosis o£ breast cancer, 
melanoma, Wa Idtnstrory's Imacroglobul inemia mid renal cell carcinoma during 
studies of "cancer families." \ * 

•'■ ' • ■ • ■ 

Environmental Factors 

The discovery of asbestos as a carcinbgen arose from detecting an excess ^ 
of nesotheli<Tma (a type of lung cancer) in adults who as children played n^ar an 
asbestos mine. F. Li, of the Institute's Clinical Studies Section in Boston,^ 
has subnitt^ a report of a mother and child who developed mesothelioma perhaps 
because of asbestos brought home 4>y the father who himself had pulmonary 
• adenocatcinoma and asbAStos is-r-^ Such Var^ instances undetscore the possible * 
childhood origins of adult cancer. Candidate environmenl^al agents under study 
are solar, an^ gamma radiation; drugs such as diethyl st ilbestiTol , androgens, and 
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iB^nosupiy^ASsants;, V) ral agents; nutriC' 
f«v in«canc«s sufficient inforaation ju« 
effoics, er)u, Che offspring ac <tisk fc, 
rnothei* cook^iffthyKc i Ibesctol during 
thyioid neoplaWiA becavso. of childhood 
x'trodenoa pigm-^Obum, now shielded ffcr*i ul * 
cancer. Of fe;*eci.%l concern aie studies t\,\. 
■anong survivors t: childhpud cancei with thtt uiw 
srcond pi imdry t/unors ai idling ficm possibly cJi cift 
thr. porf^ncial carcinop.eni'city of cycocoxic agenrtt i 
childhood diiiordei* is also ^ndcr sCitdy. 

Cajcioogenesis In Uteio 

The discovery of diethyl st i Ibesc i ol as the fii«r knovm transplacental 
carcinQ^en in. humaivs launched a laboiatory seafch fo." ' niioal tnodeltt and 
sharpened clinical attention, 'on*^additional potential 
carcinogens. In vte^o x-radiation has been snr-sccteif 
the risk of childhood cancei , but corroborating evidu 
agents chat cause birtt^ defectt» are also'carcinoget n, 
si^chaniims: alcohol, smoking, alkylatingihljents, r a^ 
' diethylstil,bestrol. 



oking; and sex. In a 
^e and suiveillaMCe 
>ncer because.- thettr 
">*t!i at lisk tor 
and children with< 
on to prevent ckin.# 
-,id gvet ic. effects:* 
ng the ti&k for 
.-cancel ihfrapy.. 
'ionmalignant j 

9 



oacal envi romental • 
uniformly incrc'as?lng ' 
is lacking. Seveial 
u8U.illy by differing 
ion, androgens, 'and 



Virus^es 



Viru»ei 



ies are suspected of being causally involved in lymphoid malignancies 
* ^? 4?^^**^^^"* ^"^'C™^*'* »n several other species arp knovm to. be caused by 
viiTfces, and apparently related virus patticles have been found iu some hiinan 
leukemia patients: Thus far, the firmest evidence 'for vUal' indacL ion of a 
childhood malignancy concerns the Rpatein-Barr virus (EB\n and •Burkitr * 9 
lymphoma. Burkict's lymphoma occui^ pi imarily among certjtin African children, 
. although there have been leports of non-Afr.icao. cases, hnctuding some in the 
United States. -EB''virus is also a&sociated with nasopharyngeal«*.carcinoaa and is 
further .believed to be the causacivj* agent of infectious mononu'if leosiVT If the' 
sa;pe virus is indeed responsible foi*both the benign and malignant disease; it 
is Opportant to determine the conditions i4iich influence both its activity and 
tlie^u^Kt response. 

l >j ly' Dinnnosift 

v * ■ • • ' ■ • ^ 

yEaily diagnosis of those cancers wtiich cannot yet b,e prevented offerc-tire 
best opportunity for ariesting the maligndnries and allowing the patient to live 
a normal life. Patients who are at high risk «f developing caricet should. 
therefoie, be screened regularly lio that any ti6aor vhich occurs can be diagnosed 
at the earliest posfcible time. Early dingno&tic methods currently in use and 
VrhoRe being developed ate applicable to childien and adolescenifs ac w»ll as to 
adults. ^ 



The treatment program supports aevcial ind i vidua 1 stud ies. both 
intramurally and extramuially as well as the only national coop^rat i.vc' grdup 
devoted solely to lesetich in 'chi^hood^puUgnant diseanes. These studies 
utii:tea_co5liineiii>aorfai-i^^ chemothet apy , immunotherapy,; 

fadT-SfKerapy and surgery. These studies involve all childhood cancers, btft 
especially childhood leukeTias. non-Hodfckin's malignant. lymphom.i«, f^oft i/ilssue 
sarcomas, 'osteogenic sarcoma, neuiobla&f oma. aplastic anemia and histiocytosis 
as well as Wi^m|s tumor, Ewing sarcoc^^i^d Rhabdomyo-'sarcoma. Other areas of 
clinical invest igat iSn that ^co 'S^rfe'ssed include hemaloUgic support and bone 
marrow transplantation 'and diagnostic and preventive techniques applicable to 
the infectioua explications of the .compromised host. 



Tunding by Pi ograiif Area 
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FY-1977 
(dollars in thousands) 

$4,810 

6,130 

1,510 

1,510 

I.BIO 

* 6.600 

•$2A,570 
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"Describe* the Activities* o£ ' the KCI rel'ating to nutrition. .Please proVide 
a budgetary expenditure breakdovm of NCI nutrition-related programs for ^ 
FY 197^ and FY 1977 with *appro(>riatc . subcategof Ization, i.e., re^arch 
into. ciause, 'prevention,- diagnosis, treatment, dietary maintenance of 
patients, land/or other appropriate categories." 



In response to a Congressional mandate, the National Cancer Institute 
has developed a Dl^t, Nutrition and Cancer Program (DNCP), to develop and 
dl'ssemlnate information on diet and nutrition In the causation of cancer 
and the treatment and rehabilitation of .the^ancer patient.. Inj addition 
to DNCP activities, other nutrition-related research Is done in ^he <^ 
var^lpu^ components o£ the NCIr ^ 

The>term nucrAtlon researchaJao^dief Ined by. the NIH Nutrition Coordinating 

Jilttee, Includes-studles designed to assess the metabolic and behavioral 
mdchanlsms and consequences of food or nutrient Intake In the^lntact 
^ganlsm. Including sum, and investigations iiivolvlng nutrient variables 
at the cellular or subcellulai^ levll.^ This definition al^o Includes: 
■■ ■ ^ ■ .. .. - '< 

Research deslgnedctb elucidate the met&tiol'lc role or function 

. of nutrients In both animal models^ and man. 

• ^ • . ■ 

All studies concerned vlth^ g^netlc-nutrlent-environmen&al 
Interactions where a nutrient Is a vanlablft. 



• Dietary studies expected to produce ■ sl'^^lcant chaxtges In 

health_8tatus, Including the maintenance of health and the , 

treatment of disease In man:. Such~~stu^c8~ml^ght~lnclude-cllnlcal— 
trials, epidemiological studies', metabolic 'studies, sup/elll^ce* 
and nutritional status monitoring studies* • ■ > ^ , 

* " . ^ ■ 

It Is apparent that diet and Wtrltion are extronely important .as support, 
to cancer treatment (surgery, radiotherapy," chemotherapy) and rehabilita- 
tion, and that nutrition may be a feasible therapeutic approach In Itself. 
The Diet, Nutrition and Cancer' Program supports research projects tc^ 
elucidate the role of diet and. nutritional status In the causation' of 
^cancer and thus to define prudeTit dletaby habit's that may prevent cancer. 
This will also have preventive Implications beyond cancer. 

The DNC^ also supports research- to^lncresse appetite and food utilization 
in the cancer patient^ and 'tc^ provide nutritional support during therapy 
and rehabilitation. „ 



\ -0 ■ ■ . 
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The DNCP nlso coordinates its research programs in diet and disease with 
those o^ ether institutes and federal' agencies, and formulates public 
education messages which recommeiyl prudent dietary hab.lts. The progranfi 
•has prepared,, In collaboration with the American Cancer Society and the. 
Candlelight ?rs, two'practlcal Uletary Handbooks for the nutritional 
management of the adult and pediatric cancer patients. 

* . • , * •» 

Cancer patients are known to become wasted ai^d nutritionally depress#>d 
^ when bearing actively growing* tumors. This oiEten results in alterations 
"in the jibsts' lanaune system and tolerance to creatment. Clinical trials 
are, now underway to determine the potential benefit for cancer patients * 
of receiving ^gh levels 'of nutrients, that is, hyperalimentation while 
undergoing therapy, and also to evaluate the Impact on the patients' 
Immune and metabolic functions. Several of these studies have been 
a^ded to existing clinical trials which are utilizing a known therapy in 
order to make comparative evaluation of the effects^of these known 
therapies vlth and without hyperalimentation. The results of these 
studies 'shoul'd be available ^ 2 to 3 years. 



NCI; Nutrition Research Program. £oi- FY 1976 and FY 1977 

Categoriec of research - FY 1976 * FY 1977* . 

Cause aod Prevention $2,043,505 $5,840^-310 

Nutrition Epidemiology. 2,478,092 2,324,856 

Dietary Maintenance . '3,562,035 2,365,652 

Nutritional Therapy ^ 786,090 471,419 

Information, Education* ^ 

Support, etc. 524. TOS A. 760. 366 

TOTAL $9,394,427 $15,762,603 



*Th« FY 1977 figures were devclbped based on the definition used by 
th« NIH Nutrition Coordinating Coiaalttee (MCC). This definition* is much 
broader. ^han that^used to develop the FY 1976 figures.' Therefore, this 
tabla does not z;i^resent '^comparable data. ComparabTe figures (based on 
the NCC definitioa) for FY 1976 have not been developed. 
- t • • • 
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Current status of Bioassay Program. Does NCI plan to expand it?' Are 
there liaitations requiring* Congressional action? 



The: Institute has experienced numerous managerial probfems with the • 
■ Bioassay ?rogram over ^t he past several years.* What- began fifteen years 
. ago as a minor adjunct to basic research programs was expanded rapidly ^ ^ 
on passage of the Cancer Act in .1971. Although additional funds were, 
» available » adequate additional staff was no£ provided. for the -expansion. 
As a result several contractors were eligaged to perform chemical , testing 
in animals, ^t quickly became clear that the contractors needed closer 
managerial surveillance. Consequentlx> vith staff st^ill at a premium,- 
. a prime contractor was^hired to manage the work of other contractors, 
Within a short time it became evident i^hat delegation to a prime contractor 
was also frought with problems. After a management consultant, at NCl's 
requesy.. revJTewed contractor'per formance and NCI management^ needs , the 
prin\ary problems of the progrfiai came to^the attention of Congressional 
Appropri^ions Committees^ These problems related to ineffective completion, 
evaluation and publication of the results of chemical tests done by the 
contractors.^ Specifically,' it was <ietermined that some' 200 chemical tests 
were underway at contractor facilities, but were not completed, evaluated 
or published.. NCI -madj xl.ear the need to allocate additional staff, end 
Congress assisted by 'designating an additional 60 positions in FY 1976 for 
use by the Bioassay program. Meanwhile, an NCI reorganization in early '* 
1977 brought additional managerial attentio n to the progr,ara,. and.^ National- 
Clearinghouse for. Environmental Carcinogens was established to^ enlist , 
external resources to help NCI improve the program. The program manager 
reaighed for personal reasons in earXy 1977, necessitating r^izruitment of 

_ * re placement. ^Riecruitm e nt againat the 60 iifrw__pQalt:initA u aa InjgijrgH 

The prime contract was rencgofiiated and strengthened to implement recom- 
■endations of the management consultant. Intense elfort since mid-l?77 
haa^been directed at reducing the backlog of 207 chemical8''on test.' 

•* ' t 
The time required to complete each of'-the experiments compidsing the 
backlog of cliemical bioassays is difficult to predict. The experiments 
were not a.11 ^conduc^ed in the same wa^ Until the analysis of each s 
experiment has begun; one cannot torjfee what problems willc^be encountered ' 
in evaluating the,adequacy of- the eifeeriment o'r the jsignificance of the 
results." In manylinstances it is nep^sary, for example, to re-examine 
the tissues and to confirm or correct the diagnosic of the pathologists 
before atatiaticall analysis can begin. 

' s . } • . - . - 

At the present .rate of three or four reports per week, it is estimated 
that the backlog ^yill have been completed and reported Co the regulatory 
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agencie* by Septeaber 30, 1978, The reporting of the results of the 
bioaatayt itrurgeat; however, the «n«lytea of the bioassays must be 
careful, thorough, and scientifically accurate. 

During 1977, despite overwhelming activity directed towards re^duction 
' of*th|s backlog, an^ additional 32 chemicals were enCered into th6 test 
system, - % ^ • ' 

HCI .in F.Y- 19715 anticipatea complete elimination of the backlog and 
entry oa teat of an additional 90 chcnicals. In FY 1979, it is 
expected that the' program will be expanded so that 100 chemicals 
vill be plsced on test. 

- NCf continues to experience difficulty in recruiting adequate qualified 
ataff to manage the program. Half of the 60 positions made available 
in Ti 1977 remain unfille<. Thia is^ stctibutable to the national 
shortage of qualified toxicologiats and veterinary psthologist s, sll ^ 
of'vl^om are in high'demand'* 

■■ ' . ' ^ 
Wnile the Institute apprecistes Congressional interest in, and concerns 
about this vital program, we believe that its problems lend themselves 
to administrative reaolution, and no Congressional action is seen as 
needed at this time. 
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^esclon: Please describe and^glve current status of the diug trials 
supportfed by VCI. • «. , , 



di|ug 



Answer: Clinical drug trial^ sponsored by NCI follow a logical sequence 
of events covering the' total span^bf studies from the administration of 
a new^Tug to the first patient to*" the development of data justifying 
the consQercial marketing o£ a useful agent. These studies are divided 
into four phases. . « 

Following the Identification of a new drug worthy of clinical tr^al, the 
completion of all necessary preclinical studies, and the filing of an 
Investigational New Drug Application (IND) with the Food and Drug . 
Administration, ?hase I studies are Initiated In advanced cancer patients 
Ttiese studies establish the maximum tolerated dose ac various schedules 

of administration, the pattern and quality of toxicities encountered, 

...... — ^ - . - 

pharmacology and pharmacoklnjCtlcs of the drug where possible, and 
observation of possible antitumor effects, 
stage Is not required for further pursuit 

dose and schedule have been established. Phase II studies jre Initiated 
to determine the activity of the drug In patients with evaluable and - 
. measurable disease In a spectrum of malignancies. Phase I and Phase II ^ 
trials are. supported primarily yy NCI contract, although some grant- 
supported Investigators participate. 
f 

Drugs demonstrating significant activity ia one^r more types of human 
malignancy are then evaluated more broadly In that malignancy In order 



although activity at this 
3f the drug. Once a tolerable 
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tQ compare the activity relative to that of ot^er drugs (Phase ZII) and 
then to explore the utility and safety of the drug In combined modality 
studies (Phase IV). These sttidles are carried out primarily by the 
grant-supported cllnlcal^'^cooperatlve groups. 



•ft 



'At the present time there are 11 drugs In Phase I, 12 drugs In Phase II, 
and 26 drugs In Phase III and Phase IV; At. the later stages of evaluation, 
drugs are frequently xmdergolng many different types of evaluation 
simultaneously, and one cannot, therefore, differentiate drugs wholly 
Into Phase III or Phase IV. 

\ ■ ■ . 

It should be pointed out' that most drugs, 'even after. reaching the commercial 

market, still undergo further Phase III ank Phase IV evaluation In the 

continuing effort to Improve their utility alone or.ln comblnatldh'wtth^ ~~ 

other drugs and modalities. At the present! time, 20 cosraerclal drugs 

are Involved In such studies. 



y. Please indicate the types of personnel that. NCI has difficulty in 
recruiting for petmanen't positions if this is a problem. 



NCI continues to experience extreme difficulty in recruiting veterinary 
medical officers, pathologists, .toxicologists, and, to a. lessci' degree 
medical officers and mathematical statisticians. i, 

\ ■ ' 
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Does NCI need more epidemioloj'ists? Aniinal Pathologists? Enr^dronmental 
Toxicologists? ^ 

■ . ■ ' ' ■ f» • 

In order t6 continue th^ expansion of the environmental epidemiology 
effort, additional epidemiologists/statistipians are needed^at-the ^ 
doctoral and masters levels. The enlarged staff vould enable us to. ' 
augment existing project area^ and initiate new lin^s of research. 

Scirie specialists ar?very difficult to recruitr^For instance, 
vdthin the Carcinogenesis Testing-Program there are problems ih 
recruiting scientists' in scarce specialties, notably toAcology,^ 
veterinary pathology* ' laboratory animal .^nedicine,' and industrial 
hygiene, ffeeded ijimediately are five toxicologists, four veterinai^ 
pathologists, two laboratory animal verterinarians, and one industrial 
hygienist. The veterinary pathologists and laboratory, animal veterinarians 
ni^St :be specialtyboard, certified to represent the Goverraj^t in court. 

Aroonj^ the problems in recruiting are (a) the absence of civil seiyice 
; registers for the first three categories, (b) the competition from other^ 
I Federal agencies, and (c) the conparatively loH^pay scale in Government. 
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^ What new programs or changes in existing programs will be imder taken 
by NCI to respond to the generally accepted notion that most cancer 
is preventable? \ 



In terms of strategy for fighting cancer, clearly the best approach is 
to achieve maximum prevention. Here indeed, there are promisijig new 
approaches opening before our eyes. At/the.same time however, there is • 
aTmountingl sense of urgency, growing out of confusion and clamour about 
,the potential dangers of manmade carcinogens. In this subject area, 
the scientific probleihs are complicated and confounded by regulatory^ 
considerations. Hence, there .is need^-for increasingly close coimtunica- 
^tion. among (scientists, regulators, lawmakers, and society at large. 

I " • . • ' ■ .- " 

Ultimately, ) prevention is the roost effective approach to the control of 
Cancel oi' any other disease. The role played by factors in, the environ- 
ment in the initiation o£ the cancer process has been of public, 
congressional,, and scientific 'concenil^OT many years. From Jhe standpoint 
*'/.of scientific study, the. problem. is extremely coiqjlicated; tnere are an 
V almost incalculable number aiid variety of environmental factors, both 
^ naturally occurring, and introduced by man, acting alone or in limitless 
.. combinations and over different periods of time. Nevertheless, research 
has been conducted and progress^ has been made. "However, the current 
estiaates that a large percentage of all human cancers is due to environ- 
mental factors have served to greatly intensify the level of concern. ^ 
and the degree of interest, in the activities of the ][:'ederal Government 
and especially the -National Cancer Institute. / 

Other Federal agencies also are involved in carcinogenesis research in 
conjunction with carrying out their missions, e.g. , the Food and Dnfg 
Administration, the Environmental Protection 'Agency, the National Institute 
for Ctcupational Safety and Health,, and the Occupational Safetv and Health 
Administration, in support of their regulatory mission, and the National 
Institute of * Environmental Health Sciences ;as part of its broad environment 
research responsibility. TTius, in addition to conducting and supporting 
research, NCI has" paid increasing attention to the establishment of 
interagency cooi?<Jinating groups to assure that cooperative efforts bed^ieen 
NCI and other Federal agencies take place, where appropriate, to avoid 
unnecessary duplication of effort- and to assure an effective flow and 
interchange of information on a timely basis. 



Of the 80 to 85 percent of all cancers thought \to be environmentally 
related, thus ij^p lying that they are preventable, 40 percent of those 
. in males are directly related" to cigarette consumptioii^ thus 
•preventable with cxnrrent knowledge: 1) The Secretary of EHEW has 
launche^"^.anti- smoking canpaign with which we are working closely 
and heartily endorse. Cigarettes much^lower in tar and nicotine have . . 
been produced and are gaining wide acceptance. 2) We have established 
a collaborative effort with the FDA Bureau of Radiological Health to 
monitor and reduce delivered doses of x-ray 'used maiimography.' 3) The 
bioassay program which^screens for potential j:hiemical carcinogens has 
been streamlined and reports are forthcoming %t a more rapid rate. 
.4) Occupational exposure accounts for about ^ 5 percent of cancer. In 
. this area we have established the NCI Occiqiational Cancer Task Force- - 
coDposq4 of representatives of the various NCI conponents which have 
occi^ational cancer activities- - to review on-going activities and • 
recontnend additional acitivities for the future. They are meeting 
regularly with representatives pf^unions and industry. ' 5) 'Some believe 
that nutritional factors , contribute to somp ccmsnon types of cancer, 
particularly breast and tolpn-rectum. The evidence for this is indirect 
at this time, so we are increasing our research. in this area, 6) During 
the coming year the Cancer Control Program has plans to increase its 
prevention thrusts by placing more attention to lay and professional educa 
tion,' including workers in exposed industry. 



J 



■} ■ 
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What other changes in direction or enphasis will be reconinended by 
the Director of NCI? 

. V 

I do not envision any changes in en^ihasis or direction in the National 
Cancer Program (NCP) in the ijimediate future. Any large biomedical 
research effort Whose initiatives range from cause and prevention to 
rehabilitation and whose approaches extend across the spectrum of 
research from fundamental to, applied rust of necessity be opportunistic' 
Ife mist devote substantial efforts^ both to^enrichroent of the scientific 
base and to an enlighted exploitation of new leads that arise from such 
a pool of scientific Icnowledge. I can ftirsee a day when prevention will 
be the cornerstone of cancer-related activities; yet today we have only 
an incoopletfK understanding of the neoplastic process and of the causes 
of cancer. Accordingly, our techniques for prevention of cancers are ^ 
often enpirical, depending oti the cancer in question.^ More -substantial' 
progress will probably depend on the. development and exploitation of < 
new knowledge rather than l^rge scale investments in halfway technologies. 

^ ■ s • 

TTtus even as we deliberately strive to create opportunities for preventing 
greater nun^er^ of cancers, we may find that inmediate benefits can also 
be achieved' through substantial investments in detection and treatment. 

As I see it, our greatest task will be )p maintain a program balance 
will best serve f^ose afflicted with cancer while dijuinishingas rapid 
as possible the j^spect that other members of our society will ever 
develop cancer. ^ • . . ; 
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How many heart, lung>--and blood centers is NIILBI cut^rently supporting u.ide 
Section of the I'HS Act? Does NIILBI .reciuire^ these centers to engage., 
in so-called "technology transfer programs" such as continuing educatiori' 
programs for physicians ..and other health professionals, and if so, please 
describe these programs ...^i)ocs'NHLBI requi?^ these centers to conduct 
public information |^-ograrns respecting heart, lung, blood vessel, and 
blood diseases? Whdt are^NHLUJ'i plans/for FY. 1^78 and FY 1979 regarding 
the support of .new cente»^s under Section. 415? Are'any of these centers^' 
engaged in*activities speo'if ically involving heart, lung, and blood dfseas 
afflicting children? * 



ftnflwer 



The Matlonal Heart^'lung^-and Blood InstUule'ls' National Research and . 
• Oeiiionsti-atiari Centers (NRDCs) play an important role in achieving many 
.of ihC'-fiaialv of the Natidnal Program by bridging the gulf between * 
funda^^iri^al research and the application of reseai^:h results in health 
■ cafe and 'rfisease r>»x^vention. Th^ presence 'fn a' sinyle centejf of 
scientists, physicians, and ether professional personnel representing 
many disciplines creates an environment in which participants can 
interact and. trairr young scientist*; in ao efficient and productive way. 

.Ac-,, - . 

In FY'/4, after a na.tidnwide competi.tion , 'the^National Heart, .Lung, 
and Blood Instit'Jte awarded NRPC grants to three institutions: 

0 The Center at the University of Vermont, College of Medicine, 
meldff-and intensifies efforts and resources for the control 
of respiratory disease. 

0 The Baylor Colletjc- of Medicine in Houston Jias a Research and 
■ Demons tration Center which focuses on heart and blood vessel * 

- ^ ~ ^^sedses, particularly atherosclerosis. ^ 

0 The National Research and Demonstration CentSr at the Puget ■ 
Sound Blood Center in Seattle, is concerned with the improve- 
ment of procedures for the -acquis i tion , processing, storage, 
distribution, and clinical use of^blcod and blood products. 

The progiams of^the three establ ished centers encompass a spectrunr^of 
health-related activities and approaches. These are serving as a blue- 
pr^iit for the design of a second generation of centers. The authorizing 
legisl.ition under Section 415 of the Public Health Service Act indicates 
that the Ceaters "in addition to ho .utilized for research, training, and 
demon'; tra ti ons be utilized for ... prevention prograiiis for cardiovascular, 
pulmonary ^nd blood diseases ..." including "prograiirs fo develop methods 
of intervention against those factors which cause individuals to have a 
high risk of developirig such diseases" and "programs to develop health 
professions and allied heal Uj .personnel highly skilloil in the prevention 
of such diseases". The NHLIM does require the Centers to engage in so- 
called technology transfer programs. 
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Examples of some of these "transfer" programs am as follows: 

"'o ' Appl icJtion ^of preventive treatment and rehabilitative 

procedures to coninunity clinics and hospitals as practiced 
.in the academic research environii»ent of the Baylor Cardio- 
vascular Center. 



.0 £mploynK?nt of special ambulances equipped with telemetering 
equipment, permitting physicians in participating hospitals 
. to monitor the clinical status of h'eart attack victimsoor 
other cardiovascular emergencies and to supervise their 
treatment while the patient is en route to the hospital, 

0 Development of a state-wide network for surveillance, diagnosis, 
treatment, and control of tuberculosis, industry-related lung 
diseases^ and other pulmonary disorders in ambulatory patients. 

0 A program for oroviding regional assistance In the management 
of respiratorypliseases, employing an interho'spital computer 
network for information storage and retrieval; data inter- v 
pretation dnb analysis, aids in. diaynosis and treatment , and . ' 
th.'e (Jissemination of new knowledge, 

0 . Development of a comp'^uterized progressive care program, 

oriented to clinical problems of respiratory tJiseates, that 
will 'Iraw on and integrate the developing methodology and 
technology, provide technical assistanne and quality control 
In clinical care, and evaluate the results of new programs , 
within comnunity hospitals, ^ . 

V ^ Dissemination of new knowledge via a television rtetwork 
linking seven medical care facilities and two university 
medical centers. v . f 

0 Development of a patient education program employing self- 
instruction and audio-visual technltlues' to help patients 
understand theViature of their disease and so encourage 
their full cooperation in treatment and control nteasures. , 

0 , Assisting hospital^and- clinics to make optimal use of 

available blood resource?, encouraging use of the specific • 

o blood component required by the clinical situations, such 
as packed rdd cells, platelets or plasma fractions, rather 
than the "scatter-gun" approach of transfusing whole-fclood. 

0 Provlsioj) of training and education programs for laboratory - 
technicians, medical students, hematology trainees^ and 
physicians within the community. 
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The Institute further requires that as the public and professional 
^education projects* progress, and as the Centor becomes more visible 
in its geographic area, the Center should develop an'infomiation 
capability., thus, it would develop resources to respond to public 
Inquiry and requests for printedjndterials; . For example:^ 

, 0 Development of a regional public information system 

on I'espiratory diseases in collaboration w'th the ^ 
' Vermont Lung Association and the State Hea.th Depart- 
ment. . 

An additional requirement is tjiat the education-information component of a 
center must include ejJucation-evaluation projects with specific objectives. 
Education is defined here as a process by which change is produced in 
knowledge, attitudes, 'and/or behavior of the public and/or health 
pi*b ressiortals related to the .maintenance of health. The NHLBI view? 
Mse Education projects, as efforts to reach the general public, health, 
care^toviders, and the high-risk population (including patients) with 
inforination desigi^ed to 'promote and improve heal th practices. It is 
.hoped tHat projects . will also make- contributions to the state-of-the- 
art of educational research in 'the health are§. Folr. example. 

0 Implementation of community programs addressing alteration 

of r1-5k factors strongly associated v^ith increased suscepti- 
^ bility to coronary. -hear^ disease and its complications, su^h 
\ as acute ^eart attacks;"in particular, the el iminatfton or 
reduction of cigarette smoking and the modification of 
\ habitual dietary patterns (ditjts high in calories, tq^al 
^ts, and choJesterol) that tend to raise blood lipid levels. 

The Institute howevec, views a Research and Demonstration" Center as a 
national resource .attached to a major mbdjcal complex and dedicated to 
working in. close collaboration with the NHLBI to further the goals of 
the National Heart, Blood Vessel, Lung, and Blood Program through a 
multidiscipl inary coordinated approach, providing. a suitable training 
milieu and siraoning the spectrum from basic through clinical research to 
demonstration and education for the applicability of the results of research'. 
The demonstration ^nd education components^of the cente**., which must be 
equal in quality to^the standards of excellence required tor biomedical 
research,' advance the state-of-the-art and provide .for stringent evaluative 
procedures.. ' ^ . * - 

Plans for -New Centers 

~~: " - V ■ I . • 

During the past two years, the National Heart, Lung,, and Blood Advisory 
Council and the National Heart, Lung, and Blood Institute have undertaken 
a comprehensive review of the centers concept and costs. .The Council 
has recnnfirmed its agreement, with Congressional intent to further 
research validation and deirans'tration capabilities through national 
centers, and has developed an ijiiproved centers model to bettor both the' 
quality and speed of infdniwtlon dissemiuation to the public and the 
health care professional.. In addition to this revised center conecpt. 
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the Council in its Anntial Report for both 1976 and 1977- reconinended 
an expansion of the Rese'^rch and Demonstration Centers program*. The 
legislative mandates cills for 30 centers; only three are now funded. 
Cpnsequerjtly"", the Council recommended that 20 additional centers and 
.$50 mill ion be 'added to the onqoind program in fiscal year 1979. The 
Council noted that expanded support is vital to rapid and effective 
development pf the prevention, control, and education effort. In view 
of conrpeting xesourr.c requirements and constraints, however, the Council 
has coMcurred\with the Institute's decfs7on to defer solicitation of 
additional centers at this tiW. 



Activitie s Specifically Relate^ to Children ^. 

The Center concept is to help linplenient, expand and coordinate national 
activities aimed at closii|«^any\existing translation gaps and is to 
br;n(j. any new findings toTtie patient'and primary care physician. While^ 
the tlKee centers currently funded are broad in concept, but not focused 
on diseases which affect childreh,- there are programs in these centers 
which are dire'ctly related to diseases v/hich»ihay have their origin in 
the first two decades, of life. / 

At the Institut '& Research and Demonstration Center at Houston, the 
Social Psychol( > ^'1 Dp jg'^pnts in Schools .project is reducing the onset 
of smokip'j in t. . c i e s cen t s by" "mgdi f y i ng a ft i t ude s J^nd bshavior. Pre-/ * 
.liminary data, alter two years, show a SQt reduction in smoking and 
behavior in '7th graders as a result of primary prevention techniques. 
A longit^Jdinal study involving 10^000 adolescents is underway. 

• * ,i 

Another study of this Center is to analyze the transfer of nutrition 
knowledge into dtetary .behavior. The aims include the assessment of 
knowledge of students and tneir parents' devcelopment of teacher 
dependent and non-tcar.her dependent methods methodology. 

A,t the Pugrjt^ound Cflood Center,- a project is directed toward a hemophilia 
care prograin. This demonstration project-is providing evixienco that a 
blood bank is the'^ideal environneht for hemophilia patient inanagenient 
and care. Such a j)roject is aimed at the pediatric patient.. Another 
study at this center involves research directecl at identi fying genetically 
linked diseases iri newborns. j . zt 
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0^ Please describe and provide budgetary breakdowns for prevention aind ' 
control programs supportec^ by NHIBI under Section 414 of the PHS Act. 
For FY ig76 and FY 1977, many organiwtions and)for individuals have 
requested NHIBI funding programs undo.r its Section 414 authority; 
>* how.many applications were submitted for funding of these prograriis; how ' 

many of these applications were approved and funded; how many of these ? 
applications wirff^ approved but .not funded? 

b - . . ■ 

Anaver: While the National Heart, lung, and Blood Institute has had auihorization 

under Section 414 for prjpvention and control programs, there have never been 
sppcific appropriations' allocated to .implement these programs,^ 

The Institute, impressed by the opportunities, needs, and importance of ^ 
these transfer activities, has, however, responded to this nwndate by 
^ implementing a nun»ber of prevention and control activities #in the past 
five years by rebudgeting from other efforts. 



Two examples or^?.rograms initiated by NHIBI In response to this prevention 
and conti-ol ini uitive.are the National High Blood Pretsure lldiication 
^Program and the national Sickle Cell Disease Program.^ 

■*■ . ■■ . - 

. N ational High B lo od Pressur-a Ed ucatio n Program' (N HBPEP) . The mission *. 
of the NationaO'igh Blood Pressure E^ducation Program, is to reduce death 
and illness^associated with hypertension through an education program 
di rected at both the general public and health, professions Is. 

The National High Blood Pressure Education Program is coordinated by- ^ 
the Nationalclnstitutes of Health (NIH), with the National Fleart, Lung, 
arid Blood/Institute as the focal point. The collaborative government/ 
private sectc^r effort also involves, the Food and Drug Administration 
(FDA), the Health' Resources Administration (HRS),. the Veterans Adminis- 
,tration (VA), and the Oepartnfent of Defense (OOp); as well as <)ver 150 • 
p/iVate sector organizations, including professional societies andl 
..associations, voluntary health organizations, certifying and accrediting ' 
bodies, pham^ceutical companies^ labor management groufis, and insurance ^ 
companies. All are Working together to focus attentior? on high blood 
pressure as a serious disease, but one which can be readily detected 
aT>d«cont>*olled. Activities of the program include: . 

0 A Hi^h Blood Pressure Information Center which answers 
public iRquiries abopt high Blood pressure and prepares 
and distributes frpe-edugatilDnal materials- .. . 
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0 A Coinnunity Consultation Service which has recruited and 

provided orientation^ for 30 non-Federal consultants to > 
offer technical assistance to coni^wnity programs and local 
personnel. The service h^.s maintained a caseload of. 60 . , 
aqtiye- c'onmunit.y pro grams and. provided assistance to 210 
cwiiRUplties. 

• ■ • " / ■ m 

.. o National High Blood' PressureMorith in' May/ sponsored or 
^endorsed by 129. organizations arid over 300 cominunil^ 
•groups. Approxipiately 55, OOO kits containing education 
and detection guidelines were requested^ 

o National High Blood. Pressure Coordin^t'ing Committee whose 

membership includes Federal , .professional , and public agencies 
.y^as organized to deVel op. mutual policies and to define and 
A promote areas for joint participation. 

- .■ ' ' ' *■/'.- : 

. 0 Interagency Technical Coinnittee Working Group. on Hypertension 
- • is organized to stimulate and Coordinate education and control 

ef fortSj^among Federal employee health service programs. 

, National S1cJ(1c^-^ cll Disease Education Program • - ^ 

The Natiorial Si»>kle Cell Disease program was initiated as a major . 
collaborative effort to accelerate research in, and to improve di'ag- 
nosis, control, and treatment of, sicJcle cell ancjilia. , The National 
.Institutes of Health {NIH)v/as namcd/^as. the lead agency for.^the overall 
program and it is. also responsible foi^its research and d^velppment 
activities^ A National Sickle Cel 1 /b;!fease Advitory Ccnmittee, appointed 
by thb Secretary of DHEW,jdeveloped recommendations on program direction . 
arid policy which resulted iri the establishment of iComprehensive Sickle 
Cell <e«1ters,' fickle Cell Screwing and Education Cliriics, a mission- 
oriented research and development program biomedical researcf-.,''a public 
and professional education program,', and a hemoglobinopathy training 
program. ^- ;•: ' ^ ^ . * * 

■Phe fiHlBI, v/ithin the NIH, serves as the. lead Institute and coordinate^/ ' 
the activities of the overall pro^Vam. The Health Services Adminisj:ra»on 
(HSA) is responsible for some of the demonstration activities in educ<af^ion, 
testing, and counsel ing. - iDther agencies a^ively erigaged in related 

fickle cell activities include the Center for Disease Control* (CDC) ^ 
he Department of Defense (DOD), and the Veterans Administration (VA).' 
, • . / *' - 

o ^ Activities oF the f^rooram include the development of a 
number of Screening a; id Education Clinics to identify / 
the best^teclujiques for testing, counseling, and patient ^ 
referral^; The Clinics have screenpd approximately 420jCipO 
individuals during. FY 1975. Of these, an estimated 40,000 
will receive special counseling. 
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o A National Sympostum on Sickle Cell Disease. i. 

/ 

^ o A training program in the detection of abnomnl hemoglobins 

3nd a series of hemoglobinopathy workshop;s have been con- 
ducted by the Center for Disease Control (CDC). A hemo- 
. globinopathy laboratory manual has been published by CDC, 

^nd Reference Laboratories giving advice on the identifi- 
cation of abnormal hemoglobins have-been established^ 

V In addition to these mbdel programs, the Institute has supported other 
activities under the prevention -and control mandate; a budgetary 
accounting of programs for Fisca^l Years 1976 and 1977 Is provided in 
lable I. . 

Since the Institute has never specifically had 414 dollars. It Is 
difficult to define in totaTity, all applications submitted, approved, 
funded, and. unfunded under this rubric. In fiscal year 1976 and 1977 

-^weyer, the Institute did solicit through the grant (Request for' ' 
Application (RFA)> or contract route (Requesf for Pr6posal (RFP)) several 

^ initiatives that fall directly 'into our prevention, erfucatiqn, and r 
control fnandate. Table II provides a statistical analysis of the 
applications submitted, approved; and funded under these solicitations. 
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. . TAIUC 1 ^ . 

NHLBI Prcvcntfon nnd Control Procrams 
(Section of I'llS Act) 
(dollars in thousands*) 



Division of Heart nnd Vascular Diseases * 

: ^ ; j.^ 

Hypertension Education Research Grants 
Hypertension Detection and- Toll oV/-Up 
Hypertonsion Info^jniation Contracts 
Hypertension Drug Costs 

National Heart Research R Demonstration Center Ccwponent 
Higli Blood Pressure State-wide Control Prograr^ 
Nutrition Education . 

Hirjh Biood Pressure (Control in- the V/orl; Snttinq 
Pilot Evalustiop Studies of Cor«iunity !13P Control ■ 
/ \a ' * Subtotal. 

' ' ' -V ■ ■ ■ ^ ^ • • 

Division, of Lung nispases ... • 

Education Progr.vlis for, Neonntal Respiratory Di^css 
Education, Pmgni'^i'.fpr' Treatent of Acute Respiratory 

Ifoiifficiwicy . ^ iy 
Self-riMlu?t1on-for Chiliirpn'with Asthhia '\ 
Contintiin*! cfeation in Pulrioitory Iledicin^ 
tJ^|ioj:a1 Lung P.ese.ir'-.h tt Dsmonstratlon Center Component 

;Task:>orce/on Prevention, Control and Education . 

<:>r-<- ■ • Subtotal 

Division of Blo o *! Diseases v. nJ Resources » 

Sickle Cell CIitMcs" ' ' * 
- Sickl'j Cell Centers Conponent 
Sickle Cell' Pducdtion Contracts , * 
National Dlood Research' Demonstration Component \ 

Subtotal ' . 

Total 



FY 


• 

FY 


1976 


' 1977 


$ 7f\0' 


S 675 


12,020 


7;415 


1,410 


1,590 


' 100 


T 


1 ,030 


1 ,035 




2,^40 




' 1 ,500 




2C0 




540 


$)i*i,50d .. 




S 875 


S ' 780 


435 






450 


" ,500 


♦ 475 


. - 675 . 


1,335 


65 






' $~04fT 






$ 3,1)00 


S 3,500 


4,535 


4,010. 


.310 




> ■ 80 


ft)0 


$ 8,425 


S ^,,6\0 


$2C,275 . 


,/$26,T4ti 







J 
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NHLBI Provontion rind Cnnlrol ProoAOmi 
. {SocMcn AH of PUS Act) 



piv. of Hofl rt i V«isc*ur.^r 0 i sy sej 
Hypc^ti'nsinn SUtwide rontrol „ 

,K«triLlon3l XIoji..:! !inq for ilvpcr- 

llpidcmfa fof DicLitlcns and 
-fCut'itionistr. 1975 
Hyperteniiion Con.tiol fn the Work 

Sotting (in rcvitw) " 1977 
Pilot fvaluatiori Studies of 

COTiunity Hypertension Control " 1977 



Aplll jcnt ions*. ^'\]>proy.ils** Fumlpd^** 



22 



18 
30 
23 



9 

13 ■ 
5 



P^yjsJ on of L u n-7 D 1 soa^qs 

."^''f^ Lve.lui^tion for Children 
^Asthra 

..tiriuinc: Education in 
Pulnonary Hodicine * 



1977 
1976- 



3R 
22 



12 
■5 



Coniprohensivo Sickle Cell Centers 
TOTAL 



1976 



_14__ 
167 



9 
71 



20 



* The.nun.Lrcr t)f research applicotions from individual and/or -organizations 
requesting funding. ^ 

'* The number of reseorch applications approved for funding 

'* The number of research applications funded. V 



« 

■ /, 

/ 

/ 

/ 

/ 
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C.Pledso li5t each orant and contract that has been awarded relating to * 
the prevention of heart, lung, blood vns*;ol , nnd blo<»d diseases during 
•FY 1976 aoJ FY 1977. Please provide the title of crtch <jrant or contract, 
the name of the principal investigator, the name and location of the 

• institu^tion conducting the project and the amount of each award. 



Anawerf It Is, Indetd, /lifficult to anbwcr.this question .since a uniform defi- 
nition of jireverttion h.»s not. been obtained. MIH has necently constituted 
rtn HIH Pruvdntion Hor(;ing Group and has addressed the perceived need for 
a clearer, nioro acceptable definition and description of NIH programs 
and activities in the area of prevention. 

The; ultimate goal, ho\/ever»-of all rational Haart. Lung, dnd Blood Institute 
dcttvities is prevention. Prevention-related pfogram activities have 
existed in the Institute's mandate since the original act. creating tho 
Institute in 1SJ^8 and have considerably expanded and extended as an 
institute responsibil i.ty by the Heart, Lung, and Blood Art of 1972 >>nd 
its revisions. * 

The concept of prevention, however," can be interpreted by various, 
individuals in quite different ways. Prevention can be defined as ' * 
aTi intervention prioj- to the biological .onset of a disease; or^t a 
stage when a disease can be detected but is not symptonatic, or at 
a point when thegoal i^to delay, arrest or reverse the course of 
a disease or the definition may include some or all of these acts 
of intervention. ^ . * 

Prevention must at the same time be considered as a process chat extends 
Wirough the entire biomedical research spectrum from the acquisition of 
new knowledge through its appl ication'ljnd validation, to its ultinale 
translation to practical health care principles and practice. . 
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Prevention docs not begin and end with health dare d2livcry, patient and 
physician education, or cnvlromuontal change. Activities in the first 
:^ three eliMiionv? of tht? continuum; basic research, appMed research and 
developniiMit, and clinical investi^iation are dnoign^itcd "science base" 
(ictivities; their role in the prevention spectrum i:. the devclotuwrnt 
of infonwtion. The next element; clinical trials, recently desigtiatcd 
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as "appjicution" 15 the stage' whore. prevention infomwti 




deliver or hpw; what facts to teach; or what environiuental factors to 
Chang?. Prevention encompdsses basic research on etiology and-patho- 




hypotheses and intorve/itions, as well as their testing and validation- 
Final ly. It must include expeditious translation and dissemination of 
proven facts to the health care professional and public through education 
and control. i>ctiv^1,ties. 

vAn example of one prevention strategy that Ivis .noved from the">"science^ 
^iy«<^nd gone through the val idatior> stefi (at least in regard to stHOkIng 
and blood-pressure control) to be transferred to the health caire conwunity, 
is thp current attention to' Cardjovas cular Risk Factors. They were un- 
covered Chrougli clinical researchT Yhey have boon~a"TTdated by prospective 
epidemiological studios and clinical trials.- Increased public awareness 
of, and attention to their reduction is now a najor prevention goal. 

The "transfer" stage of the prevention concept, is most often. 'used when 
;J*eforring to NIH activities. - Consequently, the listing of grants and 
contracts below, encompassiss this end of The spectrum. NHLBI, however, 
spends greater than $50 million dollars in the validation of prevention 
information in its clinical trial program and considerable more in 
science base" programs to gain and develop prevention infornation. ' 
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1. ' » 

J7, Please doscribn, ar^ provi.le bt:daetnt7 breakdowns for, the activUie-: ■ 
of IhM miv.l diJrIr.'j f y 197(i .ir.d FY -1977 ..rclatimj lo exerVlic as a 
f.»ctor jssociated with hp.jrt, lung, bloo.l vc£«icl , dtid/or Vlood dlsodics. 



Answer: Rc-3i:1dr exorcise and physical activity dre genoml'ly regarded 

t>cnef-ici»)l to hoaltn, and they Scg thounht to reji.ce th»» risk of 
" ' hptirt di::.var.o. On the other_iiand, intense and unacc'j'.tcmed or 
' ^rrc'[}u}^r£icsjxii'^r'^^ acute hoail di«.o<r,c in those '.;ho 

^__tbiv^rrcrjTnstin<j he.irt d;!,ea!>o, whether known or unrecognized. 

' lili'LLI uctivitles it-ldtKd to exercise as a factor Jsspric»t-;d i/ith 
hod' t» lun^:. bloc^Jpessel . and/cr blood d.iicases include res^drch 
dosigRi'd fij underst.md rnerh.inl'.n'i of exercise ohysiolo'uy , in lar«jL> pori 
to provide an underpinning for clinical studies bu exercise and its 
rolt in hifalth... Sor.'C: of the. Willi I projects ere fccused prinartly open 
excrtisr- il). Otf er-pcojects (II) include exer.cise as one of sovcral 
fai-.tors t.-Rder Lti-dy. but it is inpqrtanl to rccogtii/e that in so:ie of ' 
these projects r,i.?rcisc is only a small facet of a very brood pro^rari. 
These ectivitic-^ arc tabula*': below: . 



(f) Primarily c. eicis.e anu' 
di sesse ( in man) 

experiinsntdl disease {in ani^iols) 
, exercise, physiology 

Subtotal 

(II) Exercise identified as part of 
broaclcr progroni 

Total 

(numbers in parentheses are numbers of grants - contracts) 

Almost <ill of the research dealing with exercise .iiid disease relates to 
heart ilir.ca.se. Studi-es .nn exercise physiology iaclitde a significant 
fraction of pulmoriiiry well as cardiovascular p>tyr,iolony and a sntall 
ar.rount oT research involving blood. 

■ "In yet 4nother group of utudie-; , particularly clinical (.rials such as . 
the roronary Artery Surgery .''.tudy. Multiple Ri-vk Kictor Intervention 
TriiiU, etc., the exorrisc iind activity status of p-irticipiints carefully 
recorded and analyzed, but Uiosc latter studies have not been included in 
thif tdl/il/Icition atiove. ' * 

' . .. 



FY 1976 

■ $ 61 (2) 
2«rsIi4C (3) 
830, 2C2 (9) 

"iT22;3T?"ir5'"(TiT 

I7»04r.956 (76) 

^T97oW^^n"("oor 



FY 1977 

3PB,?fi7 (3) 
890, //ll (D 

17,14ft,lio (73-) 
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Plr^jso describe Imp ;iclivit^cr. of th6 WII.BI • relate l« nulrition nnd 
■ prcvr.'cd a budnrury cxpcnrlUurc for PY j076 ami FY 1977 using cipprojiriolo 
5ubc.»lf;'jvH'ic5. 



Answer: "^f'*- '^''^''l 'I''/cIcj;»t'rJ a ns-ifi'-o'^ to nti'L'y I ho effects of diet on c'^irdlo-V 
\Msc».iI.iv d;se..Tc. This prof.ritu h.i«; ii>. ovcnitUmA) ohjrciiveG; u» rcfinoi 
the.f.rr/.>ct of dic-t on blnct lir-ids-. to iU«.'inf:/hc oV<"c-ct of die: Oi» rnr;)n>i 
- l-nd.-r •j;sv.-»'-.L* i./Jt lm-iiLy anti r Oi't.rtll.y; tc' f!c-.«.«lnv C(r;-'5:cl:r'ns I'vc tn{.:(;«i of 
for-fJ co):rO'jUiciv to irnprovt- i r-tlio^s fo:- Cfl ic:i hv^' -^ccordinn ^rd cval;;.H 
•.':2l..ry ri.:L;^; to dicscr^iniLo :cicntii ic :i'.i/.:r.co*. to iHc- n; nfe*ss;ci;.:i irid 1 1 
cort.i'jni t';L'P ; ar.d to ichiovc- cMo.'Si'y cl.jn -C: . 



6rS^>[' 'VI' 3uf?'d ti:* 
cli:i:»: : triftl': 



td>fc i'CMM'rr.f). 



r-n o.'i-.ri-rln^ , tlir Li . id Opsp.-i-M riinics (l.'ir.) ;'rfjv.'l».!jCL- f.c.idv 

io iin intent:. . i; -bdsed cLu<i' cl tl-.i: r^'f/^lencr. o' dyslinidrii.is (li'-^ic; 
-diG^.-'c;) in dc :oo :(.puUtio:o. , • Ten r.lir.ic;*. in th.-> Unitod/^t.'.lv: . c::e" in 
Crtri-,..'^t! . tu'O in Ir.ij Sr-viet Uvr,v>n «nd one in Jerusfllcn n\ c part ic 1 li:;-f.^ Ttii; 
is lUh .'lr;.t tmc such a .lurfc-scale r:LtUi-cpiU5rcd ccUt-Lorv'tivv' vupulr-tloii 
stu:'y. i;sf»'g aLsoIu-lrly co'iut-.r^^bOc netTiald Totjy, has !'OC'r> undeitd.Vjn. It \y 
hope;! tf:,^:, v;U!i lci'f:e nurbei'b ind r.ore i crined ncthnvo'ngy, dicta >'v vtiviucnro 
on l-:;»id transpJi^t diseases., wlijr^ they exist, v/ifl be detected. 

In ad'Jilion, th« Ir.-.Litute continues Its sunport of rescn'ch aired a st'.'dvlsiT 
'/i^su. nt:c*.iin1«.Hr. t'lrnugh winch dietity cc rr.ot;enti rotitribute to vascular ' 



Specialised Centers of Rese-irch (SCOR's) are' established to focus resources ■ 
facilities and r-mp'^/er on specified proble^^'s to e.<podito the developr..e.il 2f<i 
applicntion o* ocv !;nowled(;o. The Artrrinsderocis SCCP, Pro:irar» is conccnKM 
v/Uh particular components of hur.uin and aninal diets in relet inn to hypcrlipiH 
cflitrt riod to the Ptio'oqy of nrteriosclcrosis and coronnry heart diseJise, iW- 
thoijtjh a mnjor ciiph.isis of LheSL-'studics is to estaj:li;h and churacteri?c ti;e. 
basic i02chanisni<; by which spcciTic. dipt'iry cni-ipcncnls (Tats, lipids, and c^jrho 
hydr.itcs) contribute to vasculdi- disease, «;evci'ul of the Centers are involved 
in whole or in t\irt , in studies to detcniine tho extmt to which dietiry ovin- 
ipulation can prcveRt or modify the course of risk factor develops'.ient and 
dise.ibc in hununs. ■ 

nutritional coninontnts of reqular research qrants consist prii:»<iri1y of basic 
research itito tht- role of specific nutrients in i:;cLtbolic processes reloJ.cd 
to htvrt disease. Those arc beinq explored in a variety of ways usinq bnth 
animal finilol-. .uhI lMj.::un partii. ii.,irjls. 
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Dof i/. i t i on ,n f the of fee of_d let on CHD mo rbidit y <i ml m ortal ity; C 1 i n i cd 1 
tY*iiil s 'hav6"T)ecn *3o5if)r»ed to invG^tiqate .the ef fcct'of dietary chanqe on 
coronary artery dise.ise. llo»*o the focus 1s pririarlly on the rmevnl frcni 
the c'ict of 5(rturoted fats anci choleste»*ol , and the offocts of this inter- 
vention on plasria cholesterol per se, and hopefully on the loiui-tem effects ' 
.on corcj.i:iry disease. The Institute currently supports several such trials. 
Duv-inn the next decade it is hoped that thesa studies will provide definitive 
evidence to support thy positive findings froffianiovil studios and suggestive 
cpidft-n'u.lorjic d«!lci that lov.'ering of blood :cho/?sterol is beneficial. 

Of-yel n [r ,^pn t . qf _ c r.->nroh c o s 1 v ? r b les _ o f . food cqiit^qs ) t i on : The ability to 
nako i i.'.-r;n In^ful interfere tat ions of dietary, data v/ill depend on the ac-corccy 
of tho a;.^ai Table nutrient data. 

Conscc.v.ently » ^he IirstiLuto has entered into a collabo-^ ive program with 
Che L'.S. Depart:"Cr.t of Agriculture (USDA) to underv/rit?; ie acquisition of 
cet'trTin notrlPiit data that will not only sfci-ve the need:, of the NHLBI but 
"benefit the enti;"<? nutrition cornunlty^. The Institute suppoi*ts literature 
5eiTrc!i?3 as wer »s basic '•ffiod analyse?' for fatty acid and cholesterol. This, 
acti'.'-.ty hiis a:^ -rsted the u,.dtTtim of USDA Handbook No. 8 "Coniposi tion of 
Foods."' '* . ' 

As a consequent L' cf these actlyities the Institute in collaboration with USDA 

■ ant' fc-.vd nc^nufr.cturors has dovcloped what is probably the most up-to-date anJ 
cnriip»Tho«r.ive foc;fJ table currently in use for calculating nutrient intakes. 

NHLB" htTs also recently supplied funds to the Nutrient Conpo^sition Laboratory 
(USUA) to pursue (Jevelcpment- of automated analytical techniq^jes and for direct 
analyses of foods. ■ ' ■ 

IiTiprovod n?tho(i5 for co llectin g , reco rding an d evaluating die ta ry data: The 
currerTl"cTinTcaT^"rlaTs and epTdcjTlologic'Tludies nave providcB*an opportunity 
to develop, test, and refine procedures for measuring nutrient intake in popu- 
lations. It is hoped that this activity will result in a standardized mori^ure- 
^ ment-such as has been achieved vor nther physiologic parameters, in epidej.n'ologic 
research. Much of this activity is housed in a central facility established, by 

■ the Institute to code dietary recalls, mainta'in the food table and assist v/ith 
training and continuing education of the dietician. 

''i ".omi nati on o f information: The Institute recognized the importance of ^ 
i (i(*;d ' Iransrer oT knowleBgoTroin the research area to the coiiiuinnl ty. A re- 
search and demonstration center for atherosclerosis has been funded which has 
an extensive cor'ununi ty-based nutrition component. We have also developed hand- 
books for the dietary managenent of hyperlipoproteinemia to provide information 
to physicians cind their patients at high risk (who have very high cholesterol 
"TJV other blood lipids). ■ 

('iSM^yM'^.i! '£^^'^y..i:t''''!?Oi:.- A<:hioving dietary change is not only the primary 
6bjcctv;e"oT*^cl iri'ic.il 'stud.ies . but ulttriiately at such time as thore is a" 
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clear understanding of the role of.diGt and heart disertc;e, the goal will 
be to achieve change on a .nassive scale.^ In FY 1976. the Institute spon- 
sored a nationcil workshop on Nutrient, and Behavioral Mcdif iJation: another 

c^""!"^ °^ "^^^'^ workshops, as well as other Institute- 

sponsored conferences, have allowed us to bring biomedical and behavioral 
rurro^H? together to confront the problems of al'tering dietary patterns. 
Currently, techniques and materials in education and behavior modification 
are being developed-; tested and evaluated with the clinical trials and com. 
munity-based programs. One project specifically seeks to determine what 
factors are necessary to achieve and roaintaih dietary compliance. Another 
is evaluating the use of the mass corinunications media to change health 
behaviors. It is hoped that these programs and those planned for the Suture 
will point the way to effective conmunity action. 

Specific budgetary and subprogram details are provided: 

1. A summary table listing program na/nes and budget. 

2. Program descriptions which are identical or shortened versions of 
material submitted to the NIH Nutrition Coordinating Carimittee in ' 
the recent past. . , • 
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NHLSI NUtl^ITION PROGR?Ti m FY :1? 7 6 ANO FY 1S77 . - ' 
PRC5?;m titles (Includes Grants and. Contracts) FpT^Ij^" PILLARS ^ ^^^^ ^ 

The RDle of .I^utrition in Arteriosclerosis and . V ' 

its SfiQueUe : • • 4,811,14,3 1,238,523 5,334,190 

Arteriosclerosis (SCOR's),. ...2,968,b3;J.?., . 4,548,548 " 

■ Dots; -.inints of High Blood Pressure "in Children .416-,356. /...'..; .....5?3,608 

Infantile Respiratory Distress Syndrome (IRDS)... .45,354 61,449 

Co'.vjnity- based Media- intensive Education 

field Trial' for Cerdicv2SCJlar Health 183,478 .3oo,305 

Researcti and Development Center for Heart and >i7i ■ ' ' 

Vessel Disease 3,25,135. 335,471 

Lioid Rassi^ch Clinics: 'Prevalence Study and . . 

Corrr.iry Prir.ary Prevention Trial ,..,3,523,875 v'"'' .3,513,445 

rvjltipls Risk Factor Intervention Trial (MRFIT) 6,936,804..:.... 4,l|^.154 ' 

Hypertension Detection and Follov/-up Program <HDFP) 254,502 .r ....232.375- 

Deveiopvent of Conprehensive TabUs of itc 7n,t 

Foc^ CD.:^pssi tlon - 125 ,0nO. 345,704 

Pilct-St:id1es 00^ Alteration of Diet by . . „ , * ». r* . i n^nir-c 

Cen2Vioral Means. Staff Pilot Project: No Extramural Dollars- 

Intra-^ural Reseirch. , , ' ^ ,. -550 ,000 . . .6i}7 .COO 

Extra: uraV Training. Program , JUjI- •••••• ^PLl^A 
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Title: The Role o f IWtrition in Artf>ri or ;riorosiS tsng. Its so 'tual.i^^ ' 

This bro:«dlv-b2sed nrcortm is comDOsed of investiaator-initiatrcl nrantv 
coverinQ <in aiTciv of <reas all focuscTi- on the role of nutrition in 

' on. the effect of diet on olood I'pi.ds and lipoproteins; ths effect of 
^-'""J ' 3rbi<;ity .:'nd rcrtalUy; dietary imou-. 

catlcni Of .he exacerbatina effects of diabetes on artijrioscleroMs -•'n.J itc' 
sequelae: and effects of ^itdnin and mineral nutrition on thror.bos fcrrultion. 

Title: The* arteriosclerosis $ r?'icial izod Centers of Rgsca rch 

I?If ^-^VV^A^ concerned with ^a^tictrla^ -jcmponents of hunan and ani1^?r ' 
diet in relat.ionsh.': to hyrv;rli?idgnia 2nd the etiology cf arterio-. 
■.sclerosis ir4 coronary henrt disease. Althouah a major eniphasic cf ^nose 
-irM?; "tabllsh and ch.rsczerize the- b.sic ..eclunisn.s b; whidh 

.^pccific.d.i:ta;-y con*.ponents (vacs, lipids, and carbofiydratas) contribute 
to vascular d seSse, ssveral of the Centers are involved, wholly or in 
part, in studies to determine the extent to which dietary r.ianiDUlmons 

■ hS^ns'"'^"^ ''^'^'"'^ °^ ''^^^ ^'""^^^ develorrient disease in - 

■ Title: De teminants of hi oh bl ppd pressure in children 

This investi^itor-initisted nrint program covers a number of fac^-crs 
pMny«nI;^n?^K^"[-'»?'^'''2°"^"*^ ^"^ ovcm/e-pht, which are^ involved wU*h the' ' 

n2^n? h'rS^^^'^S^ pressure in children and /onscquently with the ere- 
vent on of hi^h blood pressure 'in children. Th^e will be arcatsr enniHsis 

-rMt^'T^'.^'^h^' '^^^^^ pressure. research, especially in infants 

.♦children, and the cbese in succeeding years. \ ' 

Title: .Infantilp rf>s niratorv distress svndrcmoU lRnsj ' 

*ipr?J^ sinnle nost frequent cause of death iurinti the neonatal " 
period. Mortality is hiqhest anonq preitwture infants; most cf th-'-.o 
fUlr?-? J VJ^ °^ respiratory distress. A vital 1 but inportont 

fraction of the risl: concerns wternal nutrition. (concur.intiOn of 
IccUhiiiS. ao'J oll-or proonhol iMds)' which aloiin iiii i steroid thV.irv. 
iS.bqinq ctudi^HJ .1 r.vins of rL-ducIrh! the risk (fVm.turc hirth 



Titl e: ^Coipmn 1 r.y. h;iscd-.:t'rfl i • It i^rns i vc J>iuc»i t inn Kio 1 d Jrj a1 for . 

C/1 r'i i oy.r.c»ri'i r ! !fT Tct> 

In this iirr.nt prorir-rr-i, d'l.-^f. is innort''»nt ccn'^onon*. uf a contirriiino 
three cotmxw'Mj i:/.\y'r\v'^rx dcsi'inorj to dotemine v/hethcr health r.lucatinn 
can reduce tl;e ri^k of cardir.v.isculor discDse, Two coiTiunities wore 
subjected tc '2xicn*ivc ros*; r-.t'di.i c.*>n»njinris . 'inU in one of thes?, individ- • 
ual counsclinn dlso v7.»s- rrov ideJ to a st;bsct of hiqh-risk ;:copli. The 
third car-iiyriity server.: 05 control. RosiHcnts of o-ich corrnunity v.-c-re inLiir- ' 
viewed dnd e<c.^:npd I'.nfor'r- tUo c<'""'"'iin»;? b^'jen fln'J at annual intorv.il s , 
. theixaf tor^ . to -issos'- It.gwIcJcc .ind b«h:ivior rfUtod i.o r,irflinv7i«;riil..r 
disease (a.a., diet and- si.ck inq) and to chart nbyslolooical risk f-actors. 
(e.g., r*^-^^ chc!iS'.i.'G] , rc-Iitivc- v.ciSMt, tloou-prcssure) . 

Thus far, analyses evcf* ^ t-.'o year expcri;ient:l pcr;e'J t^re av.^iliibl;;. 
Ri5r( of cardiovascular diseacc increr-.^efJ in* the control co?rniuni ty , wbo**«"'.? 
in the trerftiient cc'ViLfn*i>.ic5 thf?re was a substantial and sustaintd-decrc:i-.5 
.in risk. In the exoorincntriFcorTCunity V/hich h^d . in addition, foce-to, 
face counsel in-}, tho initial i:iinrove:".ent v/as grcr.ter but a£ the enri of ths 
second ycdr the decrease- in ris^: was sinilar in both treatncnt cpr,:Tjnit13r;. 

Title; Ky ?s_garch and Orror.st.rj tion Cent or' fer Hear t and Vessel Diroase 

A nuTiber of nutr-tion ."I'duc 1 1 i on- croj rets: can be found anonc the education 
find c:r.cnit»'.jtion ^clivifles at the Center. Exanples cf thuir cro.iocis 
include: [1] a coopcsrative effort with local- restaurants in which r.utritici.i, 
low cholesierol nnals a^e dcsip-^eii and placed on the nerues and advertise- 
nent's to the oubl icMbcut the iieart-hoal thy nature of the ne<ils. (2) Anoti'^r 
project enrol iGdiUOCO ':conle fron the eor^-'^unity and. tasted thc ab'ility 3 
plans .to. lower blocd cholesterol : a) tlie Hayo Clinic diet.; b) the f'.ayo d^it, 
plus nutritiprial erunseling: ^nd e) the Mayo diet, counselinn and behavior' 
modification. Plan c) was rest effective, followed bv plan b) . follov/t:d by 
plan a), . 



Title : T h e L i n i d Rosea r c n_C 1 i n i c sj^ a) Prevalence Study and b) Corcnary 

Prip >(» ry Pre ven't iun Triil • " " . 

a) This is an internaflppal ly-based contract-sunocr'ted study of the 
prevalence of dysl inidmtia^ •( 1 ir/id, diseases) and their association witfi 
dief and cardiov.Tscular disease in defined populations. Inclirded in tne - 
5t;jdy art- 10 tllnics in'the U.S.. ono itr Canada, two in the Soviet Union ard 
one in IsraeT. / This is thti first tirr:o tliat-such a iarqe-scal e r:iil ti -crucer 
collaborative nonulation. study, usim romi>arahle nothodolony , has bceii ur.ler- 
taken. Tiie llarMo nu:i:bors and rnorj» defined mcthodclooy aim to enhance detec- 
tion of diotl\ry imluonecs orr lipid transport discascs^where thuy exist. 
There arc pr^fcl ir*tin\ry jndicatiotit, thai: diet in the United State's is shi'ttir.^ 
to /lower" cholostorol and saLirrMtod fat intake. Sinco eardiu".i;.eul.ir nifM-f -I iiy 
is, drcp;>in': iVj th-.i U.r».\ tills diel.iry clnnrrc nay be a contriiiutint) factor... 
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b) This tridl involvps nrrc thrin 3,o00 rien bcLwocn 35 to 50 years of" ap.c 
and tests wh«.'ther lov/erim cholesterol jn hypercholesterolcnic but otln'r- 
wise healthy syb.kctc wir. r.cducn or slow thn devctcrmcnt ef pra:ature 
corotviry hvtrL disvdse. Tlto nutritional objectives are to achieve r.ocicrate, 
lonc-tem dietary intcrvf.-ntijjn'in patients takifvo cholesterol Imvorinn 
druns.and corttrol nruups to assc-ss the prestudy o*^fit and to evaluate oroup 
chanoes in dietary intake after counseling, . \^ 

TU)o' MulM"le Ris^ recto r Interve ntion Trial (MRFIT) " 

This clinical tp'al rests v;hether intervention in a qroup .of 12,000 rcn 
35 to S^ yuai's -old, uho ut t. at uOove average risk uf uedth Tdrom coron^.rv 
disease can yield a 50: r«1yction rortality fro::i coronary heart dds'r'sso. 
The i;iterver.t!rn co-^"osjnt of this trijl is /Jcsi^neci to brine aboot chances 
in eating- hrihifs to echiev.? a re'iuction- tn \vei9ht f»,nd .serun chelestsrel i there 
is also a relctionshiD to hyngrtension throuah'asjociation betvreen v;e^f;ht'con^ 
and sodiun ei-id potassi'Jn intake. The dietary interyentiOJi rrcnrarj utilizes 
techniques An<i k::in7'ioa:;e of arcun dynanics and cehavior nodificaticn. Per- 
ticclarly vrr-rtant to this study is sinul tenuous evaluation of scivcra' risk 
factors. Th- ■ ;trition rethodolony used here is standardized vith tn?t used 
in our lipid -earch studies to facil itate comparison anong different studies 

Title: Thft. ! iy:?ertension Dotectien and Follov/-'jn Progran (hDFP) 

The objectives of ttie prcgram are- to deteniiine the effectiverife'ss of anti- 
hypertensive theraoy in reduciho rdrbidity and mortality in a wide soectrun 
of persons with elevated blood pressure in 14' ccinnunities and to provide a 
direct measure of the prevalence, severity and current treatment status of 
representative white drto black ncnulations with hiah blood pressure in these 
14 conriunities. A further object'i'^^e ^is to detemine the extent of attainable 
reduction of -coripl i cation? ef hich blbod pressure by an.orqanized screening 
and blood pressure manane^ent progran. A smajl but iinoortant aspect of effort 
to attain reduction of high press'jre- arid the coonlications thereof ^or.c is ts of 
dietary measures to redjcevioverweioht and to control sal t intake. 



Title: Developnent of Ctinorehensive Tables of Food Connosition 

The ability to nake meaningful interpretations of •dietary data depends 
upon the accuracy of the available nutrient data. --The- Institute has entered 
into a collabprative progran with the U.S. .department of Agriculture to under- 
write the acquisition of certain nutrient data that,w1l'Knot only serve the 
needs of the Institute, but also benefit the Or.tire nutri tion conmunity- 
The Institute also supo^icd funds to the Nutrient Coinnosi tion Laboratcry of 
USDA to pursue dcvelopfuftnt or' autoinatcJ analytic tcchnioues for direct- analy- 
ses of food and innrovnd methods for collecting, rccov-dinn. and cvaluatim 
dietary data. Current- cl inical trial and cpidc^iinlonical studies have rrovid?. 
the opportu.iity to. develop, tr.it, and rctinc methods for mcasurim] nuLri«'nt 
inUkc in populotionn. The lini of" this activity is to yield standardi.-.:! 
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Iltl£j_^ Pil ot Stud ie s cn Altct-ntion q r_DjetJ)xjehjn> Jora1 Mcctns ^. 

Jhese 'stiuMies takrtwn fom:\ a) bchnyioral research desic;n'>d to -cv-M 
•rac.ors that influence food selection- in. cafPtrrui^, so that thn nn^Ura 
wi 1 solect lev. calorie, hcart-heal thy diets which have oood nut-'it'ive ' 
Vrs '^ti ?^'y»5e-ents with 5jpci*i»arket chains and fast- food chains 

Hn TJ^ ^^5]^^^'*^ '^oo^s for heart-healthy diets. In both instances iU"l y- 
deviscd nedia apcroaches are heinp used to attract anrnold auSnMoro' 

markets IS done througn identification of food type on- cash reaister *^-ps 
Proof <,f the effectiveness of the.e behavior alterat??n a^prL'fh.s to1-^ 
mlLhr.^'^f ' "'t^'^ comparison of the rood eatina habits several 

months to a year after the project has been cor^oleted. " s.veiai 
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g!£J^Ilji>^^_ tp: the ^y-frtrrsion cf natiEnts nith ^crfim sersiM"" 
.hy pertonsi c n to cirgiac c^tuut ^nd to ttte adrenarnTrrncrvcus sysU in. 

^ISglL-^yjJli^ cation ts cannot excrete sodiuii' -leads" 

as reanlly as trcsu witr. roit-sait sen sitijfg''' hv-nrrension the 
ncreTont- of retained sodlur, with a cbrrecpw-nrnTincTiist In hlocd volu- 
le.ds to an increase in cardiac eutput as measured by echocardicerachv and 

patients. The rechanisn by which dietary, sodium influences bTood 

YrfiVitl ^-S i""?^ '■^^^'^^ *° chanqes 1n olasn-a renin 

activity cr aidoUerone with salt loads, but ray be due to that of the ■ 
response if the autononic nervous system to these loads; in non-salt 
sensitive patients autcnonio 'drive" iray be ircre easily" lowered by salt- , 
loads as compared with salt-sensitive patients in when, the persistence • 
^ of such drive contributes to the rise of blooc pressure, 

Thg^stii,dv_pf_t^^^ cvclic AftP in oatir nts with hvoCr- 
calcturia and in T\crr?t) \r, \ un triers, ~~- — — — < 

In hypercalcUric patients and ronral volunteers^ dietary orotein 
and acid-base content is- varied and chanp,!?. measured in caldun 
and phosphorus metabolism, In addition* renhrorrpcics cvclic /*MP is 
pieasurr»d since it reflects rapid chanoi-s inl?;r?:iTiri:7^rrd''rcirv1 17 and 
can «;erve ?3 :in index of ttn entire spectrum of parathyroid 
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The pi^i'-i.^V cf tin's $tu»fy is to tIr:t(?riiii/:o whether Irv-r-rinf? ■ thn 
LDL 111 naticr-ts v.ith prcraUire cnrcnary Aricrv rtisrr.s'-- nnd Tynr \i i/ill 
slew. ci.rrT rr rc^r-rrc flic rrpnp..r.ii:„i cf ccromrv '.irtcry ctiscoo. Thi 
is a t^.'-.t of .Jihf v;r.fi. I.ynoih.vrvi-, in j. snncific nrttui' cf In'oh risl^ 
r.iti-'Ml*;. ■ ■ ; 
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The purp.'jsfj of t:;ic study is' .to. co'rrcOnto the- r.nar.res in olojsr.a 
■Jj^9iLf "Ji^t'i.*"'^ '^-•^ ^"-^ ^-pJ/--S_terf>1 - ri r> .li v.r. v/ith t*rc i^j7cUn cnt 
or ccc',"jfVr.tf;.": r:t:T:ro3clero>i"^ in varios onlTial si'iKjics, The !iyi.t;r- 
UpornK^-ir.'j7iia ccrtr.ir. corsistcnt fedtures v.i-.icU ir.iplui-e tJv 
or.crjrr[:rr.e cf taA^v v^ry ^r^v Cr.ngitv ljrcrn?t:?ips.. an increa-ir- in 

the J'L'L, ccc^urrpT.ce in increased ccr.rcntratlcn of £♦ specvfic 
ODOproteir. :''ri;nr^ -rich -'rrrcTeij^) with a,!] thcst; cholestcn;! 
i^idyrc:^ li- ► -^'c-::-.? r.';7c.-:;Js a.- irart^nt role for this pTcttsln 
in choleit-'l rcu-:toli5n antJ possibly in scceler^tod heart disfese. 

A n i t"'^ 1^;ni^.'fils_fi^._s t n^;y_^_ j^^^ c 1 e r o s i s . 

The pt!ro;;se cf this study is to establish the pronor dietary and 
retat'Olic conditions recess.^ry to induce experirental «thcrosclfjrc%is 
in varieus speciesfi/hich characteristics sin.ilan to irah. t'n three 
species, ree, riniature swir.e. .^nd Patas ircnhey, thiS has been accor- 
plis^^H. The source cf ("ietrry fat has teen found tn have a rrofomc* 
effect on the t/or. dis».rihi:ticn and sevcrit" of tie atheroscleros?s. 
Atheros(;lr^r-osi5 r.rodixed hy diets ccntainir.q'beef tallcv/, in Edditior 
to bcifio sev:,re. is associated hith gross arterial thrombosis and , 
occlusive Viiscular disease. ^ * * ' 1 / 

It-LJ:'rl^Vl!Lj:^frLir'f ^prc.teiremia of a hioh-density 1 ip cprotei n induce^/ 
tj y choTn:.tf-rcl f cc virm. •. ^ -j — * ^ 

Outpatierli .noma! . volunteers ate 6 eggs daily' and diets high in 
saturated fat. The plnsrra rl,e1ester6l concentraticn increased in 
5 subjects durinq the first two v.TrPks hut hdd returnnd to pre-study/' \ 
levels when the- study v/as ter^iinated at' the end of 4 weeks, in / ' 
the hi do hs i tv 1 i_pc£rP,trjns o f ail sub.iccts,^ a subfraction chanqed 
in that it developed an incroi»sed content of the arninirr-rich 
j£oprnt "in (rRPj^ . K'hcn the- ARl* content increased~>^rurwt.'rn able 
to bind to co;.ls in t_rsstif culttrrt and inhibit cellula r chnl psterol 
synthe\is. llDL wi thcut"/r!:Twerir7rot*al>lp to bind tFTnjiraTYi'nrtT 
binding «iitps. !.•'■■ 
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the MiLi'I n:<}nc<\tu iV.cludes roocarch(o5 disoeses of tUc heart and blond 
vcssoli;. It-nns, and blood. Within ithat scope, resoarUi traininc in 
ttutnt-.cn rcy involve rany topics ilhcludinq, for px^rt-le, - effects cf 
'('lot on jilccKi 11D1C3 ana npr^ro|:eifns: effects on coronijiv heart ciscase' 
inon»i(»i.cy r!nc irortiuity; tf:e reuUionsiiip i olv'een va-loiit 'iobosicy; dnd of 
.salt y.toke in the (.-tiolcry^and' .trcabrira of Iivo^-rcci-^ior.: of.frcts cf 
rnt^-rr-1 (<irt on iinrna^;.! rc3"ir5tory d^str^vss svr;r;r;...>o; ^^d^c:; 'fffcts 
Of oTf:t on picteloL f',;nc-Jr;n r^A.ittii to Mooc c:ot fo.-nclor * " 
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P", '.Pl ease describe tind provide budgetary infotiKatioh regarding the .NHLBI's 
: programs involvinij diseases which particularly afflict childr;en. 



Since, the enactment of the "National Heart, Blood Vessel, Lung and Blood 
Act or 1972," the^NHLBI lias placed greater emphasis on the treatment and 
on the study of thg^ initiation and progression of illnesses of the - 
heart, lungs and blood during childhood. Childhood is recognized as .the 
crucial tinie when disease processes may start, and the study of these, 
diseases. and their sequelae in the pediatric popuUtion is seen as 
elucidating prevention and control efforts in both children and adults. 

Congenital and R heu matic Heart Diseasss ^ 

Congenit.:»l and rheumatic heart diseases are serious problems which 
'^affect b'jth children and adults in the impaimient of quality of life, 
and often' cause prematura death. EacK°year 8 out of every 1,000 babies 
are born wUh congenital heart defects serious enough to require trsat- 
mcnt. Half do not survive to their first birthday./ The program in 
congenital and rheumatic heart diseases seeks to: understand the causes 
•of congenital heart disease, to improve its diagnosis and therapy, to» 
assess the longrterm effects of therapy, and to rehabilitate patients 
with the disease; and obtain a better understanding of the immunological 
problems associated with rheumatic heart disease. 

The Institute is currently supporting approximately 20 laboratories 
through individual research grants and four additional groups through 
program project grayts for investigations related tocongehitaV heart 
disease and .the de)«lopment of the cardiovascular system. The effort is 
focusing on a number of research areas. Of particular interest is the 
etiology cf congenital heart diseases. In this, animal models arebeing 
used to 

better identify causes for congenital malformations of the circulartory ' 
system. A number of studies are concerned wi^h the developmental physio- 
logy of the cardiovascular system. Studies are determining. the effect 
of cariac sympathetic nerve stimulatfon and the use of pharmacological 
agents to examine the developiuent of peripheral vascular responsiveness. 
These studies could Have significant faring on the care and the treat- 
ment of children with cardiac and other^ diseases. 

Another area of researj:h dealing with the adaptation and refirement of 
diagnostic techniques used in the very young- A development of accurate 
and reliable non-invasive techniques is o? particular importance in the 
pediatric age.grolip. ' 
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Research is alio conlinuvig on a surgical treatment of'conijeni tal heart 
defects aiu* to. evaluate existincj treatment throuyh wel l-deFihed followup' 
studies. ^Refihements in surgical procedures such as hypothermia, 
cardiopuHicnary bypass, prosthetic devices as well as the development of 
new op'jrdtive techniques fer the more difficult lesions, continue with 
emphasis on improvcirent their use on the neonate dnd early infancy. 
Research also continues on the nonsurgical treatment of cardiac disease 
^in children including the transcatheter closure of atrial scptaV defects , 
the phaniijcologic closun? of tlie patent ductus arteriosis in preteixi • 
infants, and the study of age-related differences in respon3e to cardio- 
vascular phannacologic.il agents. 

Several grants are concerned with the study of the pathogenesis of 
rheumatic carditis. Support for this area of research involving imjiiuno- 
logical mechanisms is shared with the National Institute of Allergy and 
Infectious Diseases. Another project is studying the. epidemiology of- 

^^sUeptococcal infections with the objective of improving preventive 
redimens. , Work on the-' biochemistry of diseased valves, the structure 
ano function of valves and the evaluation of patients v;ho have had valve 
repair or replacements is ongoing, in addition, there is research* . 
concerned wi th 'development of diagnostic techniques, with studies of 
cardiovascular physiology under various stress conditioijs, and with 
solution of problems encountered in cardiavascular surgery which are 
indirectly related to rheumatic heart disease. ■ 

^. . " ■ 

Hyp ertension 

In order to delineate and more fully understand the significance of hyper- 
tension in childhood and -young adul t life, the Institute solicited 
applications for proposals in this specific area 3nd subsequently -av/arded 
16 grants for the study of the epidemiology of hypertension in the 
young. Because of the enthusiastic response by highly qualified investi- 
gators, it v/as possible fomhe Institute to initiate a more effectivR 
research program in this area. Studies stress the characteristfTts of 
blood pressure in children and the precursors of adult hypertenston: 
(1) .the relationship between physiologic measures and personal character- 
istics and blood pressure; (Such relationships may help explain the 
course of elevated, blood pressure as well as aid in identifying children 
with elevated pressures.) (2) The role of diet in determining blood 
pressure levels; (ior example, the fole of salt intake, and feeding 
habits, particularly in baby fooTis has received considerable notice but 
there is still much controversy* about its importance. (3). The /extent 
that cultural patterns, stress,, urbanization and similar factors account 
for differences in bloc/d pressure, between various subgroups ot the 
population. (4) The consequences of adolescent hypertension. (5) Studies 
ojT, children of hypert(insive parents. 

'While some work has been -perfoniied indicacing familiar clustering of ' 
hypertension, it is now known at Uhat ages clustering becoiiies manifest 
and whether U is initialled throufih (Mivirormiontal or yenotic factors. 
The Framimjh.im Qt'fspring Study is studying tne children of the Framimiham 
Study Cohort to explore Lire various fanitlial ,ind genetic associations 
between faiiiijy members. 
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An Institute- inmcUed task Force on Ulood Presiure Control in childrcrr 
recently prepared guidelines for practicing 'phyblcian^ and health care 
providers involved in school health and other community prograns for 
' children. " i 

A rterioscle ros is and C oron ary Heart Disease • 

Specialized Centers of Research y\ Arteriosclerosis program supports; 
(1) studies, to determine the relationship between risk factors of children 
of victims of cardiovascular, disease and the risk factors cf children of 
healthy persons; (2) epidemiological studies of both black and white 
pediatric populations; (3) studies 'Of blood pressured and the incidence 
of -hypertension^ in children; and (4) studies^on the influence of dietary 
cholesterol and\blood serum cholesterol. For example, the results of 
one study indicat^e that there are approximately four times the number of 
coronary deAths in the relatives (ages 35 to 60) of children who had 
high serum diolest^rol levels. 

lipid Rese a r c h C IJjij cs ha ve a n active p ro g rani dea 1 i ng wi t h lipids in 
children. .In the LRC Prevalence Study, data cn lipid levels from 20,000 
•children provide the largest assembly of li>io data in this impo^-tant 
age group, ages 0 to 19 of different ethnic backgrounds. . ' ' 

Task Fo rce on Preventio n and Treatment of Cardiovascular D i sease in the Young 

The Institute has recently undertaken the comprehensive review of heart 
disease i'ti chil.dhood through a task force which is assessijig the current 
state of kn!;r»?i;dge in this area. It is anticipated that the work of the 
task force \^))] result in new programs to: assess the role of genetic 
factory in heart dise'ase^ track risk factors through childhood and into ■ 
adulthood to enable individuals with increased risk to be identified 
and assisted as early as possible; to improve the prevention, detection 
and treatoient of congenltaj heart disease; and educate the public and 
physicianjs>-on both congenital and rheumatic heart disease prevention y. ^ 
and treadiient. This Task Force will report its findings, in the summer of 1978^. 

Respiratory Distress Syndrome 

fijjnatal Respiratory Distress Syndrome is thought to be caused by immaturftj-" 
of the lungs, and its incidence can be correlated with the degree of 
prejiiaturi^ and by a low birth 'weight if this is the result' of premature 
delivery oif the infant. Since glucocorticoids increase the maturity of 
lung tissub in fetal animals, aijministration of these drugs to human 
mothers .is \being investigated. A recently initiated, randomized, double- 
blind, contJjolled trial will evaluate th.« effectiveness of corticosteroids . 
administered 24 to 74 .hours before birth in decreasing the incidence 
of rmUS. Thb trial will also attempt to determine whether such therapy 
has any advei^se ^.hort-tenn or long-term (up to 18 months) effects on- - 
th<: infant. ! ^ . 
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Although thonc at/vancbs arc reflected in a marked reduction of infant 
mortiility. the important challerrge for Uic future i<: to prevent' NRDS, a 
chailenfje beinn addressed LhrouyK fundiitiiental invosti 's'ations of lung 
developing nt and the factors that delay maturity. 

C^st ic Fibros is." 

Since cystic fibrosis is a" gcinetical ly determined disease, there is 
great interest in identifyinc underlying biochemical changes that can bi: 
J the basis of early detection. One such factor-- the ciliary inhibitory 
factor, which is detected by its effect on cfliary action--continues to 
be studied. Progress is'being made in isolating and characterizing the 
molecule that, produces tin's effect on cilia. . It has been obtained in 
culture from the cells of parents of cystic fibrosis patients, although 
the parents ire heterozygous for the" genetic detenninants of the disease. 
In addition, further research is elucidating the characteristic^ of the 
posf^ibly abnonnal mucus in cystic fibrosis patients and the factors that 
cause the abnormal ity. 

Bronchi ol itis * • 

The* effects of bronchiolitis in infancy on subsequent respiratory disea^se 
,has been examined in a group of children and adolescents. Randomly 
enrolled' in the SCOR program the subjects selected are non-smokers wit!) 
a history of croup. The Study will deterfnine .if there is an increase in 
prevalence of iJpg function abnormal ities^ In ddul ts who have a history 
of acute childhood" lung diseases. , * 

^ Pgdyatri ' , ' ^n ary Diseases SCORs 

Special, ^ . l..'- i-.ts of Research in Pediatric ;Pulmonary Diseases are concerned 
with neo, ■ .ipiratory distress syndrome (hyaline membrane disease) and 
cystic fibru:»is as well as other obstructive lung diseases in children, 
Such as bronchiolitis. Research is being conducted on the etiology and 
pathogenesis of these diseases as well as on -assessment of present modes 
cf management and new and innovative approaches to therapy. Some Centers 
^ are pursuing prospective studies of the effects of diseases in childhood ' 
on chronic lung diseases in the adult. 

Sickle Ceil Disease ... 

The "NMLBI supj)orts a variiety of activities aimed at reduciiig the frequency, 
morbiclity , and mortality of sickle cell disease through research and 
■improved diagnos is ,• treatment, and education activities. These activities 
coTfiprise a coordinated prograrir 6f : basic -^and clinical research: Compre- 
hensive Sickle Cell Centers; Screening and Education Clinics; education 
services y:.-'ar.d a hemoglobinopathy training prog. ...ij. 
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The biojiiodicaV tx»scarch progVam htis contributed to the advancement of ■ 
our understanding of sickle coll disease through molecular, cellular, 
' tissue, and orgun studies. We can now detect sickle cell disease in the 
newborn and soon will be-ablo, with tho refinement of a new fctoscope, 
to advance to pi-enatal detection. Important new research projects 
include an attempt to understand and clarify the nwlecular conformation 
of sickle- hemog:ol»in and its interact ions in the oxy> and deoxy-stdtes ; 
thir Study of cell mtMiibrane changes during sickling; the augmentation of 
fetal hemoglobin in red blood cells; investigation of viscosity and flew 
properties; and the role of clotting factors in the painful cr'isis, 

Heiwphilja . 

Hemophilia is an inherited, life-long disease which is. extremely debili- 
tating and limits median life expectancy to about 25 years. Much research 
. hai beeti done on the genetics and molecular biology of the disease. It 
is now known that the henjorrhagic tendency results from the patients^s 
inabilUy to synthesize the functional form of a protein essential for 
completion of the intrinsic clotting system. While iniproveii^?nt in. the 
clinical- condition of the hemophilia patient over the last two decades 
represents an important advance in the battle against this disease, inore 
recent concerns relate to possible complication's of hemophilia therapy 
Recently, the fJational Heart, Lung, and Blood Institute co-sponsored, 
with the Bureau of Biologies, Food and Drug Administration, a two-day 
workshop on Unsolved Therapeutic Problems in Hemophilia, 

^Q-Olcys Ancnn£ ' • ' 

Thajassoniia major {Coo leys anemia) is an inherited hen^o lytic anemia in 
which the erythroid cells fail ta synthesize normal amounts of hemoglobin. 
Chronic transfusion therapy, the accepted treatment for this disorder, 
result*: ;n alleviation of the anemia and the excessive erythropoiosis 
but increases the, iron accumulation, ■ 

The National fleart. Lung, and Blood Institute currently supports research 
under an RFA entitled "Improved Methods for the Clinical Management of " 
Thalassemia", Several observations of significance have resulted from 
■■ these ff;nded studies to date. It has been confirmed that long-tugm 
parentorcil iron chelation therapy with desferrioxamine .{Desferar^^) can 
place patients in negative iron balance. Children maintained on a ■ 
transfusion regimen from early diagnosis can- live essentially normal 
.lives without the phyiiical. endocrine, and cardiac dysfunction character- 
istic of the disease. 
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Please tlcscribc and give the current stiU«js of the <lrug trials supported 



Clinic.il trinU arr a niajor .'.•u! criLiCdl comj)QMnt of the KHLBI program. 
The clinPc.il trial provides the definitive y,ilid<nion step in testing 
the efficacy of preventive jiul tn»atment j^5iin«ns before they arc intro- 
duced into practice, ' Thay Vre the vital link between clinical investicja- 
tion which dovi'lops the concepts for testing through'»clinical trials and 
the hedlth care system ifi which the regi mens are applied. The Institute 
investntent .in clinical trials now dinounts to about 15!i of its extramural 
budget (over $50 mil^lion for fiscal 1977), The institute's 
trials range in objective fioiu trials of prevejjtive regiiiiens to trials 
that ct^mpare existing treatnicjnts; and range in scope from experiments 
nhat m.iy involve as few as 200 subjects .in .which the trial is conducted 
in one or two clinical centers to trials Involving more than 12,000 
^subjects conducted In centers across the country. Because of the large ^ 
costs of clinical trials which can ainount to $2, COO per patient per 
year, ar.d over $1C0 inillion for tVie entire clinical trial, it is impera- 
tive that the Institute allocate its resources to problems of critical 
resfearch and health care nred. To insure the appropriate allocation of 
its resources, the Institutn has developed a clinical trials management 
process which conceives of the trf^l as divided into four distinct phases 
Phase 0 - Initiation; Phase 1 - Planning; Phase 2 - Recruitment and 
Intervention; andPhase 3 - Analysis and Dissenjina'tion. Separating each 
phase is a crucial decision point at which the Institute determines 
whether te cotiSTiit resources to the next phase. The procc-ss is used to 
assurc that the trial is within the National Heart, Lung, and Blood v 
Institute's purview and that the scientific basis! for the trial and the 
potential impact of thn trial. on health care and f-esearch are appropriate 
for the resources required^ 

A number of fhe trials conducted by the National Heart, Lung, and Wood 
Institute do not involve drugs in any phase of the intervention. These 
trials are not included in the description helow. Other trials directly 
involve drugs and are included below, whilo still other trials involve 
drugs or biological s in an indirect way. These are so indicated in the 
trial descriptions. The descriptions all represent current trials. 



The following two trials aro both reldted to drug regimens for the preven 
tion of death in patients who have had a myocardial infarction. The risk 
of death is much higher for such patients than for the general public. 
Sudden cardiac deaths take between 300 ami ^00 thousand lives each year. 



by NHl.UI. 
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Aspirin-M y ocardial Inf arc tion Study (Af'lIS) ( 

Ohjective: To dctcniiioe whether the daily adiiiiniltration of 1 gram of 
aspirin to individuals with a docudiunted -ntyocardial infarction wil 1 result 
in 1^ significant reduction in itortality, the intervention is to extend 
over h three-year period. ^ ' \ 

Current S tatus; The trial is now in Phase 2, Recruitment-Intervention 

Phase, Kecruitiiient has resulted in 4.524 patents enrolled in 30 

clinical centers. w ^ 

MArllocXe^* Heart Attack Trial (SH AT) v / " / 

Obj ective : To determine whether or hot the reglilar administration of / 
propranolol' (a beta-bTockinq agent) to people? who have had at least. one 
docunientod myocardial infarction will resuli in a significant reduction 
in mortality from all causes over the fol/ow-up- period of two years,- 

■ * /■ . . / 

pJirJJlILLLtaJy^^^ The trial is currently in the planning phase (phase 1) 
Contracts have been awarded to 32 cliidcal centers, dn CKC Center, a 
central laboratory and a coordinatinq^^center. The trial design consists 
of 4.200 patients in a double-blind clinical trial, each patient to 
enter wi'*^'"*- ' — ^. , _ . 

the pati 
placebo. 



enter with^'n 14 days after the onsftt of the acute ev^nt. One-half of 
the patients will be randomly assl'gned" to propranolol and one-half to 



The following trials are aimed at the primary prevention of cardiovascular 
disease. Based on the previous identification of the critical ri-sL factors 
for developing coronary heart disoose. these trials are intervening 'throuah ■ 
drugs alone and through drugs in combination wiU^.behavioral intervention. 
These trials hold the promise of validating preventive regimens that 
could significantly reduce the toll of cardiovascular disease, now respon- 
sible for over SO"";; of the Nation's deaths per year. 

ki P-i j_Pp^s e.i rc h CI i n i c s Co ro n a ry P r i ma r y P re v en 1 1 on Tr ial ( C P P T ) 

Objoctjvj^: To determine if reduction" cf cholesterol by cholestyramine 
therapy will significantly lower Uie atherosclerotic coronary heart 
disease rate in a* gro:ip of hypercliolesterolcmic. but otherwise hea'thy 
men . . . ' . >. 

£^JlCiT^A.?_l^iltJlV "I'hc trial }i now in phase 2 with 3.010 subjects in 12' 
clinical centers. The total period of Intervention for each patient 
IS expected to last seven years until the trial completion nOw scheduhu! 
for 1983. 
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Mu ltiple Risk Fa ctor In tervention Trial for th e Prevention of Coronary 
H oa rt "pTseasoTMlCTT I ' ^T"^ ' '■ : 

Objective ; For a group of iticn at high risk of death from coronary heart " 
disease, this trial will assess whether a special intervention program 
to .lower serum cholesterol, reduce blood pressure, and eliminate cigarette 
smoking will result in a significant reduction in mortality from coronary- 
heart disease. 

Curren t Status ; This tria^ involves some 12v000 male patieiit.s ages 35 to 57 
ThcHrial is underway . at 20 clinical sites across the country, Rocrui tipcnt ' 
was completed in 1976 and intervention is expected to last into 1982, 

NHLDI Type II Coronary Intervention Stud y 

■ ^ * 

Obje ctive ; The primary objective of- this trial is to determine whether 
lowering of cholesterol with .chol.estyramine in a population with Typf? II 
hyperl ipidemia can lead .to a decreased rate of progression (a regression) 
of coronary artery'disease as demonstrated by death, myocardial infarction, 
or progression of disease on angiography. ■, 

\^ji.'^!?"iJ5^3tu«; : The trial is currently in its five-year intervention phase 
wi th TinaTre^ > 5 expected withio three years. 

Hypertension Dutection and Follow-u p P rogram (HDFP) 

Ob jective : To determine the effectiveness of antiliypertensive therapy in 
reducing morbidity and mortality from hypertension in a. wide spectrum of 
persons with elevated blood pressure in 14 communities. Hypertension is 
one of the major risk.fadtors for cardiovascular disease, 

• ^u'^'^^?^ Thfi trial is currently in the Intervention Phase. More 

than 11 ,300 hypertensive participants have been randomized to either 
stepped care or regular care in the 14 participating centers. Stepped 
Care is thdt inode of treatment in HDFP clinics in. which a diuretic is 
given and additional antiiiypertensive agents are added in a tinie-structured 
stepwise fashion until goal blood pressure is achieved. Referred care 
represents referral to private physicians and other consiiunity sources of 
care. Of the 5.485 Stepped -Care participaiijts . 3:042 or 55. 5^:. are currently 
active and at or bulow goal. 70,5''> of the curreiitly active Stepped Care 
participants are at goal. The. trial is in its fouH^th year of a scheduled 
five-year intervention. ; \ 

_ , ' ... ^ ^. : ■ ' ] \ 

Jhe following -trial is aimed at the critical problem oT^ reducing or limiting 
the dainage caused by a myocardial infarction o.nce it has occurred. 

Hul ticenter Invostigation nf Limita tion of Infarct Size (M ] I JS2 

/Jkl' -f I-i^p : Jl M s t r i a 1 will a s t»s s U»e aS i 1 i Ly n f Um s opa r a te t he ra pcu t i c 
intoA'L-ntinn'; .jiropranolol and hydlurun iilase , in limit the ultimate r.izo 
of an 'icute tiiyocaroial inf n-ction. A sfcon/lary nljjoctive i:; to assess 
the irf lu(»iiC(? nf tl.cse Lhorapics upon ventricular function ,uid mrtrbidity 
f«)l lowing myocardial infatctinn. 



Hi 



134 



Curre nt Status: The trial is. current;Jy in the planning phase. Patient 
recruitment has not yet begun. In September 1977 contracts were awarded 
to three clinical centers and one data coordinating Center for a coor- 
dinated planning effort. .Comfh'itiiicnt to the trial must await analysis 
of a detailed' trial protocol. . . 

the next two trials both compare medical treatinent including drug manage 
ment tor various coronary heart disease; problems against surgical managei 



Objoct ive: The purpose of this drug trial was to compare the efficacy of 
medical -----lt / — _ . . - » . 



ledical or surgicpl. (coronary artery bypass graft) therapy es regards - 
urvival arid quality of life in patients with unstable angina and requisite 
orondry anatomy as defined by angiography. ' 

Curren t S^tatu!^: The trial is about to move- into Phase 3 (analysis and 
data liissemTnation). From 1972 through 1976, 288 patients were entered 
into this randomized clinical trial. .One hundred forty-seven patients 
received intensive pharmacological merfical therapy and 141 comparable 
patients undenvent coronary artery bypass surgery. A preliminary analysis 
of. the data indicated that.patients presenting with unstable- anaina my 
be safely treated with careful intensive phaniwcologic therapy.' Those 
twitli persistent pain may be studied'by coronary angiography and those 
patients. with left main coronary Artery obstruction, and contihued 
intractable pain, may requiVe surgery. Otherv/ise, prophylactic surgery 
to prevent a myocardial infarction or death is not necessary. 

Corona ry Artery Surgery Study (CASS) 

O bjective : The purpose^ of the major study of. Coronary artery surgery is 
to compare surgical treatment with medical management in patients with 
coronary firury disease, with or without stable angina pectoris." / 

Current S tatus : The triallis currently in the Recruitment-Intervention 
Phase. Approximately 45b/pationts have bean entev^ed-Hrto ,the trial which 
has a . goal of 700 patients. Reqruitment will '-continue through June 1978, 
with followupto extend ^or five years. 

The following trial concerns the important problem u/ n?(..::Jtal respiratory 
distress syndrome which is one of the.Oeadiny causesvof death and disability 
in the newborn. Cach year son:o*50;000 cases occur. The trial involves 
drug therapy to prevent the occurrence. f ^ 

£lI^"-^igP--OC^l^O-"at ^l Respirator y Distr ess Syndrome with An tenatal ' 
:> t e ro jcTAcijn i n i s t ri"l i o n ' . 

The primary objective of this trial is to detci-mine the effect 
of corticosteroid?: adiinnistcrcd 24 to 72 hours before parturitionll on the 
incidence of npoiuLnl respiratory distress syndrome; and to detcruiine" 
whether tKo thcW^py has any adverse short or long-term (up to 18 months) 
effects on the infant. 
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Current Status: Tho trial is in the Uecruitinciit-Intervention Phase. Six 
clinical centers and one coordinriting center are cooperating in the trial.* 
'Followup will continue for eighteen months following entrance of the last . 
patient i/n 1979, A total of 600 patients will.be enrolled. • 

The following trial, conducted by ttjp NHLBI, Intramural Division, is 
concerned with fibrotic lung disorders which represent IB to 205J the 
non-infectious disorders of the lungs. This chronic devastating illness 
results in death. an average of four to five ^ears after onset of symptoms. 

Diffuse ribrotic Lung Disease: A Correlative Study of the Etiology , 
P dthophys T ology and Therapy 

Objective : The objective of this trial is' to determint? the effects of 

azathioprine vs. cortisonein the therapy of idiopathic pulnonary fibrosis. 

Current Status : The trial is currently in the Intervention Phase. Thirty 
patients have been enrolled and the trial is scheduled for completion in 
1978. 



The next several trials all deal with problems related to blood diseases 
or blood resources, areas within the NHLBI mandate, 

.Iron Chelation Therapy with Deferrioxamlne 

Ob jective : The objective of this trial is to detennina the therapeutic 
effect of deferrioxamlne in thalassemic patients with iron-overload 
caused by multiple b'Vood transfusions. . ; 

Current Status : This trial is currently* in the Intervention Phase. 
Various iT'on chelators, with. an emphasis on .deferrioxamlne, are being 
evaluated in patients at five clinical centers. The trial involves 
some 1^5 patients, and will be completed in 1979. 

■. ■' ' ' • • 

evaluation of Chronic Chelation Therapy for the Treatment of Transfusional 
Hemoside rosis^ 

Objective : This trial will evaluate the effect of iron removal by desferri- 
oxamino administered chronically by intramuscular injection or continuous 
subcutaneous infusion, op the organ dysfunction occurring in iron- overloaded 
patients. 

Current St atus: The trial , which* is being conducted by the Intramural 
Division of^HLBI, is currently in tho Intervention Phase, Detailed 
endocrinological evaluation is performed prior to and at regular 
intervals during chelation therapy. • These studios include assessment 
of pituitary function by measurement of TSM nnd gonadotropins after 
administration of appropriate releasing factors. Cardiac function is 
also assessed. 
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S^^^^^^ ^^t.nninc whelhcr prophyh.et.jc 

chcsK>therupy ror IcukeinKi will rc-dN...i infcclicn^, u'Kicrqomn 

C'^7j>".L.StinMs: The trvil is bcimi nuuhcM M four clinical centers 
,ind IS curronlly on the K.-crui tmcu-lntcrvenlion IImsc.. IVotncol desirju 
to ev.i uote t.li|' officicy of prophyl.u:tic grdHi;lo.:y«,e tran-^fn-.K-ms wos 
con:pK. ed o I lire c o.c nf 11)77. The protocol }or\h. then^peutic tr 
■has not ye bPcn Hndh.-.d. If fj/ul protocols orc .icceptiM«. it is 
anticipated rluit ?bO piticnr.^ will he included in the steeJy. 

■CpoiH/rpJive^St:;^^ 

%iL-ttver Tht- prinury (rojcrtive of thir. trial'is to evol::nte the thc'r.v 
pcut.c volu. cr ,3aor VHl.- o biohH:ical. in p.Uicnt. with hn.r.uphilia A.. 

PhS'o --^rW-' ^^''.i'i'I !^,»^«n-rnMy^n th. RoCMn LniiMUMnUirvcnt ion 
-rT; : , . T '"'''^ ^h.-.A 1..00 p.UicMts.enterf.i i„Lo too t.ir.T at t^io 10 
L n.^.. 1 centers, apprun:n.nc]y la. hove b*ie.: cl>v.s;fi>d .inhioitors 

cuncf-:.,» j c. .'r.d inten.ilM,..r.t or cvnt iri.ous infw'.irns oi Fdt lor vni" ■ 
cu,»L-.ilrciLc-. rhc tri;jl idll cyntMiuc throuon li)?.'. 

l"'^r;:t'i>Sici^of to Infont ■h-.uur:tiss1on or Hqbjtiti. U by l-'can^ 
P.Li'PP.rVi-l^ '•Jvl'>!l'l.!''H'.^iOin ""^ : — y^-^ . ■z\l'> ^i:SzPlK\ 

' Ol^u^cUvo: Tli*.i. trial w»U evaludU* v/hetherJU^c biologir:.! hupHlti-^ ' 

h.p. litis I. yirus, the sitKjlc. i.iost .mporUnt roui.c of hepotitu spread 
,i:t Lh-j cnLjttf Third V/erld. 

Svfv 'wv^ '^1;'^ tri.il .is in Iho R':i:ru*tnient^ntcrven»ion Piwce. Tq 
d.iU. 20^. hab'os have^bpen .icceptrd into the ;.{...dy which it octuallv 
bcino conaLctLd in Uiui-.i through coniraa to thP Co;i:t.unity Uiood 

Tir^A? n'. l^'"'*'' 'T-''^^"^-^': ^'"'^"^^ ^"^^^ .-.'. hers ho h.d 

Il.sA.j co.,ip f.m:nt nxotior. titers of liij ur mo.U.cr ulmo includ-d in 

• b O'j.l fru,. the ir.rant. follow-up i-lnocis v;or. (.U.j.u-d fvr,;,, bi.th th- 
»'Wt.vr dnd b.iby wner. :hp inl.int .;..<. 1. f.. c.y,\ ]2 r.iontl-s of c<ji^ ■ 
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IV, National R^eorch Service Awards 



n - • • 

A, What are the current shprtage categories and nurplus categories of 
research personnel and what I's the extent of these shortages and/or/ 
surpluses? Specif I$:ally, what are the needs for personnel in the 
fieIdH of epideniology , toxicology and veterinary pathology? 

In its 1977 report the National Academy of Sciences Coosnittee on 
National Needs for Bioaedical and Behavioral Research Personnel 
.reported that it had! attempted to identify priority fields for. special 
emphasis for. research training. It concluded, however,, that in view 
of the extent to which field switching occurs (that is, Individuals 
trained in one field of biomedical science, then work in "another" 
field) that the identification of specific fields for priority \ 
' consideration would be extremely difficult, and perhaps unwise. The . 
two exceptions tq this conclusion .were the fields of biomathemat ics/ 
biostatistics am! epidemiology, which they deemed to be clearly in 
short supply. 

With regard to the behavioral sciences, the Committee felt that there 
nay be a surplus in the near future and therefore recommended a 
reduction in predoctoral training programs and a shift in emphasis to 
postdoctoral training, since it believes that problems of mental ^ 
health and human development present fundamental research issues for 
which postdoctoral training is likely to be necessary. 

With regard to clinical in'/estigators, the HAS report suggests that 
'*the available«data substantiates the impression of a continued strong 
demand for clinical investigators and a diminishing amount of research 
activity on the part of the physician population." They note that 
from 1971 through 1975 the number of physicians who reported research 
as their primary' activity has declined by a little more tjian IX a year 
while at the same time indicators of demand for clinical Investigators 
continue to neve upward.. 

Independently of the Academy, the NIH. sampled the job market for 
doctoral bioQedtcal scientists in May 1975 and followed up the 
responses in October.. The survey iijdicated that in almost all fields 
requiring \researchcrs with health professional doctorates (M.D., 
D.V.M., and D.D.S) these individuals were In short supply. In five 
clinical fields studied in detail (anethesiology , medicine, neurology, 
opthalmology, pediatrics) an estimated 965 scientists completed their 
training and were placed in positions. However, In the October . report 
an»e8timated 358 opening^ had not yet been filled and only 17 
scientists who ^ad completed training were s^Ill seeking jobs. 

The survey suggested that the market for Ph.D.'s was also 
characterized by exccs^^emend. In seven basic science fields studied 
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in detail, an cstimnted total of 540 positions was opcr^in October of 

1975 but only .73 individuals who- had comp^let^d- their -training- were 

available to fill them. The only field in which there scWicd to be a 
clear excess of individuals seeking positions over tho number of 
positions available was zoology, a field not ordinarily supported by 
NIH programs. ' . . 

The 1975 market survey results are consistent with, data showing\that 
M.D. *s and Ph.D.'s preparing for research careers by taking 
postdoctoral fellowships do so at some personnel cost. They can \ct 
expect to recover the lost income anfi' costs incured for postdoctoral 
study through higher incomes earned in subsequent years. The \ 
"economic rate of return" to such postdoctoral training was found, to^ 
be greatly negative for M.D/s and nil for Ph.D.'s. - 
> • 

The market survey was repeated in 1977 but the data are being analyzed 
and results are *n$i: yet available. 

The 1975 sample^'survey did not*provide evidence at the fine detail 
needed to judge the. markfet situation in the fields of ^epidemiology , 
toxicology, and veterinary, pathology . We have already npted the 
cjonclusions of the National Academy of Sciences study that 
epidemiology, at least, is a field which is in short supply. 
The need for toxicologisCs was explored specifically in a workshop 
sponsored by the National Institute of EnvirorimenCal Health Sciences, 
the Chemical Industry Institute of Toxicology and the Environmental 
Protection Agency, held in Annapolis in 1977. That workshop estimated 
that there were some 5,000 working toxicologists in the country. It 
anticipated a need for 1,000 more and an annual attrition rate of 
approximately 200. 

We lack specific estimates for veterinary pathology. But in view of 
the stimulus of legislation dealing with laboratory practices and 
animal care requirements, and of expanded research efforts in 
environmental medicine, toxicology, and carcinogenesis, an increased 
need for veterinary pathologists may. be anticipated. 
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B. Whnt is the current status of the. research and teaching job market 
-for-b^iowcdical - reaearchr-personnel-^and-spceif ically NRSA- recipients if 
these data a^e available)? . " 



It 94?> 
3ral / 



In its 1977 report the National Academy of Sciences published the 
findings of a sample survey of 1971-1975 Ph.D. recipients! The. 
principal findings reported for the biomedical sciences wer.e that 
of the respondents held regular full time positions or postdoctor 
appointments, and less than 2Z were unemployed and .seeking jobs. 
Seventy percent were employed by educational institutions and almost 
90Z devoted at least some time to research. Approximately 20Z of all 
of the respondents held postdoctoral appointments. Approximately 61 
of the individuals who had received their Ph.D. in 1971, 1972 or 1973 
held poatdbctoral appointments at the time of the survey and indicated . 
that they had prolonged these appointments because of difficulty in 
finding suitable employment. Between 197\ and 197A the proportion of 
graduating Ph.D.*s who accepted postdoctoral appointmenMs within'a 
year after earning their doctorate remained fairly steady, between. 53 
and ^6Z. In 1975 the proportion jumped dramatically to 62Z. Despite 
the iilcrease, however, there was no change in the reasons given for 
undertaking postdoctoral training. In each year, approximately 62X of 
those taking postdoctoral appointments indicated Chat they were 
seeking additional research experience, some 15Z noted that they were 
switching to another field of research and approximately .13Z reported 
inability to find Suitable employment. On the basis of the data in 
this survey, the NAS expresses concern about what it sees as a growing 
tendency to take postdoctoral appointments and other positions which 
are not conaidered to be on a tenure track in universities. 

. In the behavioral sciences the survey indicated that some BBX of the 
respondents held full time positions, that only 3Z held .postdoctoral 
, appo'intments and that some 2Z'were seeking employment. Despite a 
significant amount of switching between the field of training and the 
field of employment, most of the recent graduates judge themselves to 
be employed in positions, appropriate to their training. 

' ' \ » 

The NAS unemployment rate of soist^thing less than 2Z may well be 
largely explainable by the usual frictions in the market. The survey 
undertaken by an NIH contractor ^ mentioned in question A, suggests 
that demand generally exceeds supply in the job market for doctoral 
biomedical scientists although there may be a few fields in which this 
is not so. ^The major difference between the NIH survey and the NAS 
survey is in the interpretation of the significance of a' postdoc toral 
appointment. The NAS committee sees a progressive growth in 
postdoctoral training among new Ph.D. 's as an indication'of market 
weakness, believing that these people are being forced into 
fellowships for the lack*, of better, more permanent job^. 
Alternatively one may suggest that like other^ training activities the 
added trnihinR involved in a postdoctoral appointment insures a better 
qualified cadre of researchers and teachers in the fi»;ld. 
Additionallyf in view of the current realitios of the market pl.-cp it 
is not entirely clear that the availability of tenure track positions 
is the appropriate criterion in terms of which to assess the dcmana 
for biomedical and behavioral research scientists. 

Specific data for NFSA recipients is not available. 
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C. As Che old "section 301" research training' programs are phased 
out, are there any research training; programs which cannot be funded 
under the "section 477" NRSA autlioritjr? 'Are there any. such research 
training, programs which can be CundeJ| ur.der NRSA authority but are 
otherwise inappropriate for funding under t^iat authority because of 
its service/monetary paybatk requirements?^ What are the major 
differences you have exper ienced* between administering research 
training programs under section 3pi:and the NRSA authority? Do you ' 
believe that the service payback requirements of section 472 are 
discouraging young people from applying for NRSA's? Are you having 
any difficulty administering the payback portions of the statute? Are 
there any changes in the provisions which you feel would improve it? 
Do you bL»lievc the payback provision is necessary to assure that award 
recipients engage in research careers upon completion of their 
training? Should Congress eliminate the payback requirement? 
V • . 

This question includes at leas^ five questions. It is presented in 
its entirety here, as given, and the iipdividual elements are repeated 
below, together with the responses. 

" * - 

o As the old "section 301" research training progtams are phased 
out, are there any research training programs which cannot be 
funded under the ^'section 472" NRSA authority? Are there any 
^ such research training programs which can be funded under NRSA 
authority but are otherwise inappropriate for funding under that 
authority because of its service/monetary payback requirements? 

Short term training (3 months or less for intensive research 
experience^ courses, seminars, introductory research experience or- 
other similar activities) was conanonly supported under the old 
training authority but is exceptional under NRSA. Most of the 
Institutes would like to be able to provide foi? such support, but have 
reservations about doing it unlcr. present authorities. NHLBI has a 
research development sumraer program in hypertension for minority 
investigators and the NICHD supports a sunracr course for training in 
embryology at. Woods Hole, Massachusetts. There is particular interest 
in some of the Institutes in providing for a research opportunity for 
medical and dental students in off quarters as a way of interesting 
them in the long term possibilities of becoming involved in research. 
The major deterrent to using the NRSA authority for such programs is 
the payback requirement. The Institutes believe that since 
essentially all of the student.-* in such programs will be supported oh 
a one time, short term basis, the administrative, cost'/of tracing them 
for^ two or more years beyond their enrollment in these programs, for 
payback purposes « would be gros.sly disproportionate to the benefits. 
There is an addition.il complication th.nt although many of these - 
students may have complPtcJ their NKSA trai iiing thoy may not h.ivc 
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wUMrtha'^r'' fundamental training In medicine, dentistry or science 
wltnin the time required for beginning payback activity. 

Another situation for which NRSA Is Inappropriate Is support for the 
aonrof'h^s%"r h"" '"T research and, based on r^co^enda- 

lid fneL^f : P"^"^°"- drops out Of the medical school curriculum 

!^l^^r» ^l! "°^*"»' b^f"" returning to toedlcal -school. This 

af^r^Hi .r'^K"? J' ' ""'^ Important factor in career decisions 
^chlnT^m r " "?Pl«'^«'' has been an effective recruitment 

Z ['h/?;; ^'^^^ competent Individuals Into research. Under 
la er do^s r ""I"""" ''-h an Initial re»e^,ci> Involvement 

Mo„ H»«ni?» rh"°f """l!'' '"^^""^ obligated to repay the NRSA obllga- 
physician. Although no data are available, the current authbtlty tends 

Tn'' t"t"'"^ " «':"ctlv^..optlon~partlcuUrly for the 

Sctlte! "P""" substantial salaries in private 

^^nf under\-S?AT"^°°° f providing support for short-term 
graining under NRSA because of the payback requirements. and the require- 
=^t for support of training In specific areas of need. In addition," 
small number of projects funded by ADAMHA x,nder previous training 
tra^oi^^^"""?^ funded. under NRSA since they provided comblnfd 
training for clinical and research careers. No administrative dl,tlnrri„„ 
aeL«^ betveen these activities prior to nhe KRSA author^rsiice the 
nfflrh 5 T authority In 'section 303 It thb Public 

S^erL!'""* r''"*" "^"^ ="PP°" of 8""" for s^h combined 

" "f"^' °^ requirement, a clear daarlaon js 

Z.r? r<l^T ^linlczl and Research training grant suppoVt? FoH^ 

-onlic-M °" '""^ """" programs!'sep;rate 

applications are now required. r a , . F>">«>-t: 

° "1^ '*i"«"n"s you have experienced between ' 

The NRSA. because of its-requirement tor a study by the National Academy 

^<l1rea"e%%"moha'.;'^ ^^'f'^"? °' '""^ "^^^."^ provision Sas required"' 
r^^,! K ! ^"Phasls on planning and coor<flnatlon of training activities 

?^d!nto ff'' "i" "^'^^ previously the case 'o^e 

^morovln^ concentration of attention nn the problem 

leveHnd wLhin\r training, both on a natioSaJ 

xevex ana .within the agencle^. 

The payback requirement has Imposed- a major new administrative workload 
on the agencies. In addition to the work required to- develop a system 
OS a^!? , Payback, there are aUministra^ive burdens conne^teT^th 

estabU:.hln8 and ma.ntalnlns payback files on all NRSA awnrdees. The ' 
fe b^cau' "I, °f fO""" has not ye; been 

s iust r I °f lndivld.ul.s supported under NRSA 

13 Just rcaclu...^ Chi.-, point whero paybiick will be rcjiilrL-d. 
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Another undesirable effect of the payback requirement Is that It places 
MIU and ADAMlA In the nuv and sonevhat awkward position of "policing*' 
thtt activities of private persons who are no longer receiving Federal 
funds.' As noted above, the Impact of this role has not yet been feltv 
Hovever» such monitoring represents a significant departure from usual 
adm i ni stration of extramural programs. . 

In addition, the management of training programs has become more complex 
and tcr some extent more rigid. Some of the flexibility which Is 
Indispensable for the most effective operation training programs for 
individuals has been'^lost. On ona hand, the NRSA authority and Its 
attendant payback obligation has prol)aibly made It highly desirable that 
potential applicants be fairly sure about their Intension to pursue 
' research careers before they apply for support,' At the sane time, the 
Individual with excellent potential who Is not sure research Is for him 
or her might decide against pursuing this alternative because the payback 
burden seems' too onerous. In addition, ' the payback obligation tends to 
"lock In" the awardees. For the majority who are successful In the ^ 
research setting, this is not a significant Problem. They complete 
their training and go on to research and teaching.' There is, hovraver, 
a saall proportion of individuals who for a variety of reasons do not 
fit this pattern. They may find jthey are not suited to resi^arch careers; 
they may encounter personal or £ii?anclal problems which cause them to 
drop out of the research track; it may turn out that they are mediocre 
•cientiats and ttieir carreer goals change. \ Few, If any, of the Individuals 
in thia group have large financial resources. If they have not completed 
their training, they are not equipped to find a job which would qualify 
as service payback, and they cannot afford to pay back the monetary 
debt. If they have' completed it, they are forced to seek research or 
. teaching positions even if not well fitted for them; In the latter case, 
public purppses are not, in fact, ivell served. 

Another problem has arisen from efforts to administer the pr-ogram fairly 
and uniformly- The regulations state, for example, that only full- time 
training is authotized because monitoring part-time training. in a uniform 
way would be extremely burdensome. If not Impossible. Yet, this excludes, 
for example, the woman who would return to research training part-time 
after the birth of a child. Also, although it is a simple matter to 
provide tor Interruption of research training for other actlvlcles» 
provision for the possibility that an individual might undertake some 
activity that would count as payback service in the Interim has proven 
• extremely difficult to administer. • 



c Do you believe that the service payback requirements of section 
472 are discouraging young people from applying for NRSA's? 

There have been some anecdotal reports thit Individuals have been 
discouraged' crom applying; Cor NRSA support becauso of payhack require- 
ments, but we do not yut have specific evidence which uLLl enable* us to 
document wi\cthor or not payback is having a discouraging effect* The 
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number of applications tor individual fellowships has declined, but the 
considerably dengthened review cycle associated with NRSA may be a 
contributing factor. The 1977 report of the National Academy of Sciences 

'^points out that there are numerous-deterrents to the- entiy^of-young " — 

physicians, in particular, into research. Social, economic and profes- 
sional factors are cited which may be expected to interact in varied 
ways with the payback, provision, particularly for the. individual who is 
considering NRSA support as a means of undertaking an initial research 
experienQ£, without being certain beforehand tuat he or she wants to go 
09 to a full-scale research career. 

The recent Internal Revenue Service ruling that the payback requirement 
provides a basis for concluding that IfRSA's are taxable is relevant 
also. It is not clear whether this ruling contributes to discouraging 
individuals from seeking NRSA suppbrt« but it does make the awards less 
attractive. ' 



o Are you having any difficulty administering the payback portions 
of the statute? Are there any changes in the provisions which 
you feel Oould improve it? 

The problem of administrating payback for short-term training programs 
has already been mentioned. Certainly,^ providing for three-month 
short- tern training programs not under payback would enable NlH to 
reinstate these useful and important programs. 

In addition, there is a major problem associated with individuals who 
discontinue training before completing it. This affects predoctorals 
who do not complete the Ph.D. as well as postdoctoral health professionals 
who, after a period of training, either find that they are not well 
,suited for research or who decide upon a change in career plans. Although 
in most cases individuals do and should engage in payback, there are 
some few for whom waiver should be allowed and who would currently 
be ineligible because of the restrictive manner in which the waiver 
provision is worded in the law. A\thoughrio one has, as yet, applied 
for a waiver, preliminary discussions have indicated a potential, problem 
because of thife restrictive language. Specifically, it is suggested, in 
anticipation of future problems, that (1) there be a slight modification 
of the language of section A72(c)(5)(B) by deleting the word "extreme" 
before the word "hardship", and (2) the Cotiuuittee provide additional 
language in its report indicating the intent of Congress that Xhe 
Secretary be granted some flexibility in determining appropriate use of 
waiver. In the absc»nce of such clarification from the Congress, the 
NIH, on the advice of General Counsel', must interpret the current 
provision In a most restrictive manner. We might anticipate, for example, 
the following hypothetical case: /A person iti his early twenties accepted 
an NRSA and entered upon his first year of graduate work in biomedical 
science. After his initial year in this endeavor, he finds that he is 
uns'iLtod for research, either because he does not find a research career 
compatible with hia nature, or b«"causc he docs not have tlic ability. He 
drops out and perhaps cakes non-research job paying $8,000 or $9,000 
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A year. He has a wife and two children. It would be useful to have 
soae guidance from the Congress as to whether or not this situation 
constitutes a hardship case. In the absence of such clarification, and 
^CQ the plain face of the words In the law, jrf_e_are advised that such a 
cas«-sroaitf nor. Tfiel^ra would then find Itself in a roost unenviable 
position vls-a-vls such Individual, perhdpa forcing them Into 
bankruptcy. 

Another sltijatlon could be envisioned In which Individuals could pay, 
but under severe financial burden. It would be useful to have something 
In the legislative history of this provision to indicate that the Congre 
intends to allow the Secretary the necessary flexibility to determine 
the particular financial and other circumstances which might qualify an 
Individual to receive a waiver. Under no circumstances, of cQurse, 
would this change be used as a loophole in which to excuse large numbers 
cf recipients from this obligation. ' However, in the case of persons 
with limited income and little savings, who theoretically could repay 
but might have to do so by borrowing funds, "it would be helpful to have 
more evidence of Congressional intent in the legislative history. 

o Do- you believe the payback provisibn is necessary to assure that 
award recipients engage in research careers upon completion of 
their training? Should Congress eliminate the payback requirement? 

The principal guarantees of program effectiveness are' rigorous selection 
snd thorough training. For Ph.D.^'s, careers in research and teaching 
represent the normal pattern, and it seeips unlikely that the payback 
provision will increase- the frequency with which such careers are sought 
Thus, several years ago, the National Academy of Sciences studied NIH- 
funded trainees and fellows who had received their bachelor's degrees 
between 1956 and I960 and then completed work for the Ph.D. Those on 
whom information was available were 'analyzed \n two groups-support only 
through the Ph.D. ^pd postdbctoral support. As of 1568-1970, of those 
who received only pre-Ph.D. support, nZ were Involved in research or 
teaching as their primary activity and 73Z vere working in a university 
or medical school. Of those who had had pbstdoctoral support, 96% were 
in research or teaching and 82% were in a Ainiverslty or medical school. 
This was before NRSA and without the requirement for payback. 

For the medical school graduate, however , there is reason to believe 
that the payback requirement acts as a deterrent to continued training 
for some potential candidates who are uncertain of their long-term 
Interest in research. On tho basis of their clinical skills, M.D. 's 
can receive academic appointments without specific research training— 
so they may not bother taking tt. The service obligation of the NRSA 
only serves to make the research training alternative even less 
'Attractive. 

We recognize the deslrabaity of having a device for ensuring that 
public expectations for the use of Federal research tratalnt; dollars are 
^^f'o.^T?''* not.,posslble to tnako an unequivocal statement on 

the extent to vhlch the payback provision suppoitR that purpose. 



152 



145 



D. How many re\|uescs f rom NRSA recipients has the Department received 
unde^ section 472(c)(1)(C) of the PHSA for authorization to engage in 
a "health-related activity" in lieu of engaging in the "health '* 
research or teaching activity'* re^io^Rd under other provisions of 
section A77 ofc such Acr? How many of tft&se requests has the 
Departmsnt approved and/or rejected? Please providfi the relevant 
re^^ulations, application forms, or other appropriate information. 

As ot January 1978, NIH has considered 13 such requests and all but 2 ' 
of them have been resolved. Most of these requests came froVi 
individua?' who had decided for various reasons against continuing 
the/' studies. For individuals who had been enrolled in Ph.D. 
^trograms NIH has approved alternative service as technicians, 
admin^'strarors, and program analysts in health related activities. A 
major pre:. • j in the two requests still pending has been that' of 
making che preliminary determination that "no suitable research and 
teaching position" is available for the individual. In an attempt to 
clarify the situation fnr the future, a memorandum dealing with 
alternative service payback was developed and distributed in August 
1977 to the '.proximately 150 professional degree holders who, as of 
July 1977, had completed NRSA supported training, but had not yet 
completed the service requirement; A copy of the memorandiiia is 
attached. In cidition to describing the several types of alternative 
service that could be undertaken by professional degree holders, the 
memorandum requested that interested individuals advise the agency of 
their interest and only one such response has been received. Copies 
of rel'^vdnt regulations and forma are also attached. 

^AMHA has had five riequests from former awardees for authorization to 
(engage in health related activities in lieu of herlth research or 
teaching. The final decision in each of these cases is still pending. 



E. How w.my requests from NRSA recipients haw the Department fcceivcd 
Mnder section 472(c)(5)(B) of the PHSA for wnivcr or suspension of 
service or monetary obllganicns due to impossibility, .hardships, or 
inequity? How many of these requests has the Department approved 
and/or rejected? Please provide the relevant regulations, 
applications forms, or other appropriate information. 



Neither the NIH nor ADAMHA has had any requests for such a waiver. 
Two obligations were cancelled by NIMH and four by NI^ due to the 
deaths of the recipients. \^ 

The primary reason that there have been no ren,ucsts for waiver is that 
while over 2,400 recipients hare now completed their NRSA training, 
they have run years to conrait themselves to payback service or 
monetary repayment. In shprt, there is as yet, little factual 
information by which to judge this aspect of the program and we are, 
thus, still at the conjecture* sedge (sec answer to Question C)^, \ 
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OEPARTMriNT OK itCALTH. EnuCATlON. AND WELFARE 



NATIONAL, iti-r.' , rui cc or mlali m 

itCTMC'^UA. MAICVLANO 2MU 



MEMORANDUM 



TO: 



Individuals holding heaUh profcssioncl degrees v.'ho have 
recently ^ci-ini.-iatcd SLp2?.rc as fellov/s under the Nation?! 
Research lervlcc Av;ard nrograms (NRSA). 



FROM: Actin-j Research Manpov/er Officer, NIH 

SUWECT: Prelini^nary infonr.ation on altcrnatG service options. A 
requost tor expression of interest from terminated fellows 
v/lio ire considering these for payback service. 



Background: The regulations governing service, payback, and recover/ 
require7.£nts of n:<SA progra^rs identify post-fellowship activities of 
.two main types as acceptable service (§65. 110(a)(1) and (2), sec 
attached copy). Of these the second,. here designated i!-,e alternatv/e 
service options, rr:fers to certain actions ^/t>y the Secreta»-y and ta 
specific programs. This memorandum provides orelifni nary infon^ation 
on these tv;o subjects, and requests of individuals desiring r:ore 
detailed Infon/ation as it becotne available, to notify this office'' 
of their interi:st. 

Preliminary I'^f o matlon : 

■ ^ • ■ "* 

1. Paragraph (a .'(2) refers to two actions by the Secretary, the one 
a determlnatJor that there are no suitable research or teaching 
positions avrOabl^e to the Individual , the other an authorization to 
cnaage in one of thfe alternative services describea in subparacraphs 
fi), (ii), and (iii). Authority for tjie ^Ir'st of these is d^lpgated 
to the awardlnj Institute; the determ-inat'on will be inade on th^ • 
Individual's r$prf-»cniation as set forth :n a letter to the Institute 
Director. The leiter should aadress the follov.'ing: the purposes in 
njind in undcrt'/<ir:g the research training, the tixtent to which the 
training contributed to these purposes, and the steps taken on 
cocipletion of tra'inln;^ to seek a- research or teaching position, or 
the reasons for dpcid^ng against this course.. Authority for 'the 
second action oy ^he Secretary Is delegated ori.zes where authori- 
zations gc;vern;ng fn'j:vidual service prograr»;s are riade; Summary 
Information on the-e is given below. 
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2. Sunnar jMnfornrafi on on the tfircc aliernative service options : 

Service as a rcT.ber of the »aticna1 Health Service Corps : • 

This progmni is adnmistered by the Bureau of Corrmunity Health Services 
of the Hcaltli Stirvicos -'^d.-riinisiration. Throujh Ihis pronr:.in health 
services ere proviso i in c^ocjraphic areas of need, and also for the 

Indianai£2illa..5er^ii::.^d..for^^-i4-ron5. — -A&si-(5trwn^-5-et'e-He<j'»-on--a - 

ina.tchino cf cippl icn^. 'or.s frcn those with service obligations with 
■ defineo ii£Ods. The notching process for positions to take effect 
July 1» J973 will bcjin in late September, 1977. NIH will forward 
to forr.i# NRSA fellows who express an interest in the alternate 
service options additional program infomiaticn and an application form. 

Service t h rough priv ate practice In his or har special ty i n a g eographic 
ar ea desiqn>iL:?o p/ r no ^^ecretary as requiring tnat specialty : 

The Health r^anpower Act of 1976 effected substantive changes in the 
designation of :r.ese ai'sos. Implerrentation is the responsibility of 
the Her>Uh Resources Administration. The first list of shortage areas 
IS scheduled for pu'^Hcation this fall. NIH will forv/ard to forr:er 
NRSA fellov/s who c^^ps ess an interest in the alternate service Options 
additional lnforr3tion on the designated areas as this becoxs avai Uble. 

Service in his or hp^r specialty for a health m.^intenance organization : 

This program is locf.ted in the Bureau of Health Services of the Health 
Services Adrninistr?tion. Priirarily a granting agency to stimulate 
developfTient of p-epaid romprehensive health naintenance organizations, 
this agency does net havt direct rolain the^r staffing. NIH will 
• forward to former N^SA fellows who express an Interest in the alternate 
service options a l?st of HT-tO's that meet the specifications referred 
in the NRSA regulations. 

3. \ The next step fc - t hose -Interestad in receiving further infcrnAtfor: 

about alternate service options : - ' 

Interested individrals shpuld fprward tp this pffice a letter of request; 
the letter shpuld includeypur name, mailing address, and identifying 
number pf NRSA sup^-^prt (individual pr institutional fellpwship number). 
"A franked retur:. envelppe is enclosed^ 

4. General 

a. Inquiries : Until arrangements fpr fpnr^xl liaispn'with the. several 
HEW pffices have b^cncpmpleted, questipns abput these prpgrams 
shouJd be directed tp this pffice. 

b, Timing: Where delays j'n providing this infcpnatipn tp terminated 
TFllpws preclude timely arrangements fpr alternate service, 
individuals may request a waiver •tp allpw deiay pf stcii ting date 
beypnd the twp-year linnt. 
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F. Shp^ld the NKSA 



service payback provisions be aiacnded to permit an 
— recipient to meet his or her obligation by engaging in<"hcalth 
research activities outside traditional academic employment (upon 
application to and approval by the Secretary") or comparable language? 

y ' ' " ■ 

It is the belief both or the NIH and ADAMHA that health research ' 
activities outside of traditional academic employment are presently 
authorized. Research in the pharmaceutical industry may be cited as 
an example. In general, it is the nature of the research and not the 
setting that covers the determination. It is clear from a review of 
the needs generated by recent legislation such as the Toxic Substances 
Control Act that professional toxicolbgists will be needed to meet the 
requirements of regulatory agencies and industry, as well as those 
generated in more traditional research settings. Similar concerns are 
encountered in planning for epidemiologists, statisticians and 
veterinary pathologists. If payback, for such individuals in 
non- traditional- settings is perceived as presenting problems it may be 
desirable that the situation be clarified in report language. 

Another area in which the flexibility of the Secretary to operate the 
KRSA program most efficiently could be enhanced is deletion of the 
phrase "if the Secretary determines that there are no suitable health 
research or teaching positions available to such individual" in 
subsection (c) of section A72. In a practical sense the Secretary 
cannot, realistically determine that no such positions ace available. 
While the Congressional. intent is clear that research or ceaching ■ 
positions are the preferred manner of payback, the practical problems 
raised by this phrase in the statute are many and seem unnecessary in 
view of the fact that past recipients do go into research or teaching 
after their training. 



158 



/ 



149 



/C. Has there been a decline in the number of physicians and other 
clinical, investigators who apply for*research training support under 
the NRSA authority? Has there been a decline in the number of 
professional graduates who apply for such support? If so, what, is the 
extent of this decline and to what factors do you attribute this 
decline? 



Yes, there has been a decline which is sumarized in the attached 
table. The decline started before the enactment of NRSA, but has been 
accentuated since then. Between 1970 -and- W^y- t he. y e ar ' i n-which 4aSA 
was enacted, the total number of trainees in NIH funded research 
training programs (Reclined by 20Z, the total number of postdoctorals 
declined by 13Z, bpt the total number of trainees with health 
professional degreees, most of whom ate M.D. ' s, declined by 261. 
Between 1974 arid 1976, the last year for which complete data are 
available, the total number of trainees went down by 2^X, all 
postdoctorals went dovn by the same amount, but health professionals 
went down by 46Z. The same data can be put in another way. In 1970, 
health professionals, again, largely M.D.'s, represented 27Z of all 
trainees^nd 66Z of aW» postdoctorals. By 1976 they accounted for 
only 18Z of iill traine^^s and only 40Z of the postdoctorals. In 1977 
it is estimated that this decline continued. 

The decline is not limited to individuals in training. In 1966 over 
1,000 new principal Investigators received NIH awards. Of this total, 
471 were M.D.'s and represented 44Z of the total. In 1975 the total 
number of new principal "investigators was a little less than 1,400,. 
but only 310 of them were H.D.'p, approximately 23Z of the total. 

These changes represent the outcome of numerous Interacting causes, 
among* which the following appear to be most important: 

o The medical curriculum no longer includes intensive 

laboratory courses; 
o the pace of scientific research is rapid, making the ^ 

combination x>f research experience with clinical training a 

difficult on?; ^ ' 

o the uninterrupted three-year period of clinical experience 

characteristic of resident training constitutes a serious 

interruption to development of research capability; 
o research training stipends are lower than most resident 

salaries; 

o the payback requirement is a serious deterrent to the 
individual who has not yet had his initial research 
experience; 

o support for research training has been unstable for the past 
several years; 

o the combination of research and patient care roles has becoiic 
* increasingly difficult for the individual to sustain. 
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M.O. •» ill HUl K^-.^o.ircJi Tmininj: l*roj;rnms 



' 1/ ^'o. of^t % of Totnl Z of Totnl 

liflT'' M.Y^.'^sr . Train ocs^ Post c lo t- torn !;; 

W7q - A, 772 27. 66 

1971 . 4,6 ^1 26 61 

1972 \ A,A66 . 2? ~~ "IT^ 

1973 3,612 ' . 29 66 

1974 , 3,522 2.V 56 

1975 2,790 22 ^ 48 
1976^^ 3,515 18 AO 
1977 (est.) 1,700 16 33 

Ratio: 1977/1970 « ' ,36 / . ' 



\t Funded in FV shown. Majority in training the following year. 
7J Includes all health processional (e.g. D.D.'S. , D.V.M. ) . 
31/ Not including the Transition Quarter. 

Source: IMPAC 
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IV .K. Should individual NRSA's continue to be required to be approved 
by the tiational Advisory board or council of the Institute 
which Supports it? \ ■ ' 

i No. Individual NRSA's are adequately reviewed, first at the institutional 
level, then by initial review g/oups at the NIH. and then by NIH staff. 
Further review by council increases the delay between time' of application 
and funding without adding corresponding value. / 



IV. I . ShouldThcaltti services research training, supported by the Naclun 
Center for Health Services Research, be funded through the NRSA 
authority just as biotnedlcal, behavioral and nurse research 
training Is? Should all other research training programs oc the\ 
Department be funded .under the NRSA authority? 



Health services research training and other research training programs 
of the Department are adequately controlled and operated without use 
of KRSA authority, and we s^e no particular benefits to be gained by 
putting then under NRSA authority. 

It is difficult tO' administer Che present authorization because of the 
split between NIH, AOAtlHA, and HRA (for nurse research training). If 
additional orgai^izations are entitled to the same authorizations, with 
the saoe^^internal requirements for individual fellowships, the possl- ^ 
bilitie^ of inadvertent error increase substantially. 

If other organizations are added, it would be important to specify 
authorizations for each separately in order to mininize the possibility 
of Such ^rrors. 



IV. J. Can section A73 of the PHSA be Interpreted to authorize the 

Secretary to arrange for research trniiiing reports on specific 
matters in addition to the iiKire comprehensive report of NAS . 
which is being prepared annually under that section? If not, 
should section A73 be amended to specifically authorize the 
Secretary to arrange for reports by the National Academy of 
Scifinces or other entity on specific research training matters 
■ periodically, in addition to the moi'c comprehensive report 
presently required under that section? 



The Secretary and other PHS officials have authority to arrange for 
research training repor.ts that is not dependent on section 473 of the 
PHS Act. A contract with the NAS to study career patterns of bio- 
scientists was completed two years ago, and further studies can be 
mounted as needed. 
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Information requested by Congressman Rogers, Chairman, Subcommittee on Health 
and the Environment of the Committee on Interstate and Foreign Conanerce 



IMPACT 

When the Division of Nursing was included in theNRSA Research Training Program, 
authorised by Section «72 cf the Public Health Service Act in FY 1977, it picked 
up the momentum of the previously existing Special Nurse Research Fellowship 
Program. Jhis had been a highly active program which contributed in a majirt- w6> 
to the nation's pool of nurse researchers, atsd the presently active NRSA 
fellowship program can be expected to have a dramatic Impact on the pool of 
nurse research personnel in the future. The program is. the major source of 
research training funds for nurse researchers, of Which there are presently 
00 In the oatA<mjiii rThe : HeflVth-Hr«ouc c e » Admiai4^^Taclon:^tl^p^giBFriW^^ttypo^^^ 



types of research training. It is estimated that there are 50 to 100 new nurse 
doctorates snnually. Since up to AO NRSA fellows are in terminal phases of 
their doctoral education, it Is estimated that the program cAn contribute a 
third to one-half of the annual number of. nurse doctorates. 

Relevant to the question of the program's Impact oa manpower needs and supply is 
a recently approved research project submitted by s national nursing 
professional association entitled ''Nurse Doctorates: A National Information ' 
System/Model." Since one of the major purposes of this proposal is to develop a 
computerlred information system as a basis for program deciaions, manpower 
projections, simulation studies, and Improved talent utllltatlon, the project 
can be expected to generate much needed data in the future. The Division of 
Nursing considers this to be a project of high programaatic relevance. 

APPLICATIONS - . gVIEWg- j AND AWARDS MADE 

To date,, over 3,.'*00 requests for Information have been responded to by the 
Division of Nursing, and 227 National Research Service Awarda fellcvship 
^S^ii'^*^^""" reviewed since the inception of the ptograw At the start 

ot FY 1977. Announcement has been nade of the Division's new institutional 
award program to support research training in such areas as parenting, aging, 
and aspects of stress, pain, and chrcnic illness. To date, 120 individual 
fellowships have been awarded by the Diviolon of Nursing under the NRSA program, 
as well as 3 institutional awards .which will support an additional 7 trainees. 
JScc tables 1 and 2.) Midway throufih the 1978 fiscal year, 84 individual 
review* applications have been reviewed, and another 51 are pending peer 

BUDGETARY DATA 

# ■ • . »• 

In FY 1977. an appropriation of $1,000,000 was provided to support 91 n«/ iTRSA 
fellowships and 3 NRSA Institutional grants. In addition, 3 continuation aVards 
were made to fellows under the old special nurse reseasrch fellowship program. 
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Congressman nogers , 

An approprlaclon of SJ., 000, 000 was again provided for the research training 
program in FY 1978. Thus far, 29 new NRSA fellowships and 25 conclnuaclon 
f(;llowships have been awarded, 

THE NURSING R£Sf^RCH AND EDUCATION ADVISORY COMMITTEE (NREAC) 

The NREAC, which is the chartered peer review study g^'oup. charged with che 
sclencific review of research project grant and NRSA research fellowship 
applications. Is In the process of being terminated in response co the 
President's directive to reduce the nuaber of advisory bodies. 



biological and jchavioral sciences, and other specialized areas of health- 
related research which come within the jurisdiction of tHls Conmlttee, such as 
administration and education,'* Specifically, the Coouairtee is composed of 9 
nur3« scientists with expertise in anthropology, sociology, physiology, nursing 
education, public health, priaary nursing, and field research, and 5 other 
scientists with* expertise in medicine,, statistics, paychoij^trica, -psychology , 
and manpower research. 

The function oi the NREAC La to advise the Secretary throjigh the Director, 
Division of.Hurslng, Bureau of Health Manpower, on all mi'ttera relating to 
Nursing Research and Research Training, including the scientific and technical 
or educational merit of research project grant proposals, and the 
qualifications and experience o£ NRSA rellowship applicants. 

In FY 1977, the NREAC reviewed 89 research project *grant applications, .143 NRSA 
Individual fellowship applications, and U institutional fellowship 
applications, at a total cost of $21,787,572. 

We arft a'i-are of the importance oC peer review and the Subcomnlttee on Uealth 
and the Environment can be assured thai some mechanism will be provided within 
■ HRA to ensure that nursing research and research training grant applications 
are reviewed by a group with the requisite nursing and related scientific 
expurcise, prior to review by the National Advisory Council on Nutse Training. 

V/e propose to develop a review group of nurse scientists that will Include 
multidlsclplinary competencies. It is important that there be one peer review 
group with primary responsibility for these programs of nilraing research and 
nursing research training administered by the Division of Nursing. 
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TAUIJ-: I 

fields of Study of Approved Fellowship Applications 
In FY 197 7 and FY 1978 (throLch January a978 Council^ 



Blomedlcai^ Sciences 

Anatony 

Physiology 

Epidemiology 



- ^etmvto^l Sciences — 

Anthropology 
Behavioral Sciences 
Conmunlcatlon Sciences' 
Educational Paychology 
Psychology-.- 
Sociology 

Clinical Sciences 

Nursing 

Health Services Resesrch 

Health Services Administration 
Health Servlcea 

Other 

Education 

Family Studies 

Health Behavior 

Hygiene and Public Health 

Organization and Policy Studlea 

Public Adianiatration 

Social and Preventive Medicine 

Arta and Science 



Number Enrollt::d 

1 
5* 

3 



10 
1 
3 

12 
5 

10 



32* 



24 . 
2 

1* 

2 
2 
1 
1 
1 



* Includea 1 postdoctoral. 



Source: Divialon of Nursing * 
Nursing |lesearch Branch 

Research Training Section, Unpublished Data 
April 6, 1978 
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TABuK 2 



Dls^clpllnes of AcClve Fellows Showing 
Numbers and. Proportions of Applicants Enrolled In the Disciplines 



Disciplines* No, Enrolled Proportion 

Behavioral Sciences 41. 3AZ 

-Ctinlca^l - S c li iBCCS^ ^ 32 ~ — 27 = 

Other: 

Education 24 20 
Faally Studies^ Health Behavior, 
Hygiene, Policy, Preventive Medicine, 

Arts and Science. 9-8 

Biomedical Sciences 9 8 

Health Services Research 4 3 



Total 119 lOOZ 



*A8 designated by che National Academy of Science In Its 1977 report, 

^ ■ 
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NATIONAL Institutes of heauh 



Question V« A* 



At the National Institutes of Health, nutrition-related reaearch 
and other activities are coordinated through the Nutrition Coordinating 



Cofloattee (NCC). 



The NCC carries out Its authorities directly under and is advisory 
to the Director, NIH. The meabers of the NCC consist of representatives 
fxcm the 11 Institutes and tvo divisions, all of which support reaearch 
In nutrition. The foUowlng are repreaented: 

Division of Research Resources 
Division of Research Services 
Hationcl Cancer Institute 
National Eye Institute 

National Heart, Lung» and Blood Institute ** 

National Institute on Aging 

^National Institute of Allisrgy and Infectious Diaeaaes 

National Institute of Arthritis. Metabolism, and Digestive 
Diseases 

National Institute of Child Health and Human Development 

Natipnal Institute of Dentajf Research 

National Institute of Environmental Health Sciences 

National Institute of Generiil Medical Sciences 

National Institute of Neurdlogical avod Communicative Dlaorders 
and Stroke • ' 
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NCC llAlson ncabers consist of the following NIH representatives: 
Clinical Center 

Division of Computer Research and Technology 
Division of Legislative Analysis, Office of the Director- 
Division of Research Grants . ^ 
Fogarty International Center 
National Library of Medicine 

Office of CoUQunlcatlons, Office of the Director 



NCC: 



The following agencies outside the NIH have liaison members on the 

National Institute on Alcohol Abuse and Alcoholism 
National Institute of Mental Health 
National Center for Health Statistics 
Center for Disease Control 



In addition to the aUove members, liaison Is maintained with the 
Office of the. Assistant Secretary for,- Health, and with the Office of 
Science and Technology Policy. 

* 

Since DHEW established a NutrltlonCoordlnatlng Committee at ^he 
Department level last month, the chairman of the NIH Nutrition 
Coordinating Committee Is a member of the Department's Committee. Thus 
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coordination Is assured within the National Institutes of Health, the 
Department of Health, Education and Welfare, and with the Office of 
Science and Technology Policy. 

Activities of the NIH/NCC 

The NIH Nutrition Coordinating Comnittec is Involved in tfce 
following major activities: ' 

• Reviews and comments on the plans, execution, and results of 
pertinent B/I/D tesearch efforts relating to nutrition In order 

to develop an annual Nutrition Prdi^ram of Biomedical Reeraarch 

I 

at NIH * 

• Proc£:Jses and responds to Incoming requests for nutrition 
information from the DHEW and other federal agencies, the 
executive branch of the government, the Congress, and o^u'^side 
Institutions. 

• Maintains up-to-date information on funding and on Intresural 
and extramural research and training activities in nutrition. 

• • Develops and monitors means for improving coordination of these 
activities. 
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Functions of the NIH/NCC ^. 

Within the acop^ : the major activities described above, the NCC 
hais several specific functions. 

% 

The NCC has prepared two partf ularly Important Iteos: a definition 
of nut .; i fe lon research at cbe NID, and a policy ststeaent for research 
and training In nutrition at NIH. ^ 

An lnfonnati:in exchanRe mechanism has bceu established by the 

CoanlCtee, vhii'eby each B/I/d representative presents to the nerabershlp 

\aay nev plans, activities, conferences, and workshops that are nutrition 

t'Slated. Future workshops and conferences are discussed to ensure full 

participation of til relevant Institutes; when many Institutes are 
/ 

Involved, the NCC may sponsor or co-sponsor such workshops or conferences.' 
Through the Information ei.change mechanism, the NCC is able to Identify 
areas of collaboration for further research. The NCC Informs the NIH 
nutrition coonunlty of stll meetings, both wlth:.a and outside NIH, that 
are roncetned with nutrition. The Comlttee also reviews and comments 
on nutrition-related reports generated by the NIH and by other federal 
and nonf edet :ij agencies. 

The NCC has . ^so developed mechanisms for receiving, reviewing, and 
distributing Informaclo:: on proposed legislation affecting nutrition 

policy. The Committee develops guidelines for use in the development of • 
proposed sglsla'jion. • 

".The NCC acLj as a ijcal point for the dlssemlnatlrn of Information 
for the purpose of public education In nutrition » health, and disease. 
The Coomltt eealso assists Ui coordinating E/l/D efforts In education. 

I 

An additional Osportant function of t>i 'ICC Is the development of 
an ImprovMi data retrieval a vstem for research and training In nutrition. 
This system will Involve both Intramural and extraa^cal KIH projects. 

Recently the NCC has been in the process of developing J : Int pcorraa 
announcements In areaL, of coimo'^ interest to :hr. / nc;tltutes . . These wi l1 
eventually be developed as RFAs .:;.>d RFPs. 
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V.6. How are testing programs for toxicity, carcinogenicity, 
mutagenicity, teratogenicity and other harmful effects of 
substances coordinated within the National Institutes of 
Health, within the Department, and with other public agencies?. 

As indicated in the answer to a previous question, the Department is 
currently reviewing the entire range of its toxicology testing programs 
to determine the most appropriate way to organize for the conduct of 
these activities. Clearly, whatever arrangement is selected, one of the 
Department's goals is to strengthen the coordination of these programs. 
Currently there are a variety of formal coordinating mechanisms In place 
A start has been made, under auspices of the Council on Environmental / 
Quality, the Interagency Regulatory Liaison Group, NCI 's National ! 
Clearinghouse on Environmental Carcinogens, and HEW's Coiranittee to 
Coordinate Toxicology and Related Programs, to improve coordination of 
chemical testing programs. The Coordination takes the form of con- 
sultations within these groups,' as well as among staffs of the several 
concerned agencies, at several stages ranging from program planning, 
through chemical selection, and to reporting test results. Steps are 
being taken now' to improve coordination, however, since at present the 
mandates of the agencies involved are relatively narrow. For example, 
NCI conducts tests -to identify carcinogens; the National Institute of 
, Environmental Heal.(h Sciences develops tests for mutagenesis and other 
toxic effects; FDA's National Center for Toxicological Research tests 
food additives and drugs and develops new tests systems; EPA and OSHA 
andxother regulatory agencies conduct broad scale tests for a variety 

of regulatory purposes. HEW is in the process now of thoroughly 

♦ ^ — 

examining the contents of these programs with an eye to consolidating 

and improving interactions among them. We will- keep the Committee 

informed of our progress. 
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V.n. Uhat arc the Department's views respecclng a statutory , 

requlrenent that die Secretary (possibly) through NICHS) conduct or 
contract for testing or other evaluation of the toxicity, carclno- 
genlclcy, c<iratogenlclty« mutcgenlclty or other harmful effects of 
substances, upon the request of the head of any. ocher appropriate 
entity of che Executive Branch of Che U.S. Government, on a reim- 
bursable basis for the full cost of conducting or contracting for 
such tesRlng'or evaluation? 

«> 

As Indicated In' the .answer to a sinllar question directed to NCI, the 

'.. • ' ' 

Dep.artment is currently reviewing Its several activities In cheislcal 

Coxlcology testing and considering options for organizational consoli- 
dation or coordination. It has not yet been deteralned whether the 
resulting changes will aocommodace a statutory role In chemical toxi-' 
cology testing like that- envisioned In the question. 

Since the Department's capacity to conduct testing will be limited, 
even with a new arrangement for testing of chemicals, an absolute 
requirement to respond to all requests would be undesirable. 



V.D. Should the law be amended to require that all testing of substances 
for toxicity, mutagenicity, carcinogenicity, etc!, which Is financed 
by Federal funds, conform to such protocols as the Secretary shall 
establish by regulation, except such testing which the Secretary 
may exempt for certain research and other purposes? 

In general, we believe that the Government should' establish standards for 
test protocols to be followed, except In those instances where research 
needs dictate a specific prptocol . Dictating the protocol itself may 
result In satisfying the requirements of the protocol; but may fall to 
produce the data necessary to demonstrate safety or hazard* For this 
reason statutory provision would be undesirable. 

The responsibility for the establishment of standards for testing in 
certain cases is currently assigned to the Administrator of EPA by the 
Toxic Substances Control Act. 
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V.E. Do you think Chat .1 national data bank should be establli-.lu'd. 

which \ o\i\d include an indi viduai-'n netlLcal history, donosiaphlc 
and oc<upacional dnt.n and death certificates for decodsi'd 
lndivi<.uals in order to facilitate epidcmJoloigicnl studies? 
If so, should this be housed in and administered by NIH? The 
National Center fur Health Statistics? Elsewhere? Would a 
feasibility study he desirable as a first step? 

The {Rational Cancer lu.ttitute has. Lor at least a decade, promoted the 

development of a data file'whU'h would permit inunediate ascertainment 

of the fact, date and place of an individual's death. ^Such a file 

would permit implementation of effective epidemiologic studies designed • . 

to ascertain the fact of eKcess deaths among specific occupational or- 

other hliil:-rink groups. 

In aiV effort zo be. reuponsive to Federal constraints regarding development 
of additional data files (and referencing- existing data files) which 

might have the potential for invasion of personal p'^ivacy, the National 

.V, ' ■ ' , 

Cancer Institute has taken the position that any such data fi^a need 

not include Individual medical histories, occupational data or cause 

of death. Such information can be ascertained when needed bj securing 

a copy of the individual's death certificate filed in the locale of 

Ch2 individual's death. 

Plans are now underway to establish a National Death Index, to be 
administered by the National Center for Health Statistics. An Inter* 
agency Workgroup, comprised of representatives of NIH, NOHS, and others, 
has been meeting towork out the details for such an endeavor. The 
p] r^oned operational deadline for the Index is January 1,. 1979, and the 
system should be ready to receive requests by Jamtary' 1981 . The Index 
will provide information oa deaths in the country to bona fide 
epidemiologists, or other researchers, both within the Federal 
Government ar.d ac.idc Tiia . Prior to the Index, collection of data on 
death was difficult,, time-consuming, and costly, unless the State 
where each death occurred was known. 

When operation.ilr the Index will contain certain identifiers to enable 
the researcher to locate death certificates. Information in the Index' 
will include^.;. ^ame» Social Security number, date of death, death 
certificate nu:djer, age at dt;<itli» place 01 deatti, date J"f*. place of 
birth, se<, pjrents' nanes, descendant's maiden name, marital status, 
and place of residence at time of death and locale where death ■' 
certificar* is filed. 

^ 
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Mr, MAomRE. Does .anyone else have any comments beiore we 
break up this panel ? 
[No response.) 

Mr- Maootre. Thank you very much. 
Dr, Fredrickson. Thank you. ^ 

Mr. Maouirk. The next panel is composed of Dr. Irving J. Seli- 
koff, M.D., director of the Environmental Sciences LaDora£ory, 
Mount Sinai . School of Medicine, and Dr. Joseph H. Highlana, 
chairman of the toxic chemicals pi*ogram. Environmental Defense 
Fund. ' , ' 

Gentlemen which one of you would like to go first? Dr. Selikoff? 

SATiiMEHTS OF lEVING J. SELIKOFF, M.D., DIRECTOS, ENVIRON- 
MENTAL SCIENCES LABORATORY, MOTJNT SINAI SCHOOL OF 
MEDICINE, CITY UNIVERSITY OF NEW YORK, AND JOSEPH H. 
HIGHLAND, PH. D., CHAIRJIAN, TOXIC CHIIMICALS PROGRAM, 
ENVIRONMENTAL DEFENSE FUND 

Dr. Selikoff. 1 hank you very much, Mr. Maguire^ 
I appi^eciate the opportunity of being here with you. I have just 
cohie from another m^eeting, oi the International Chemical Workers 
Union, and tliey have asked me — Mr. Frank Martino their president-r-- 
to extend to you their best wishos for a vary fruitful consideration 
of what they conceive as their problem, as part of the overall prob- 
lem of cancer. It/is because of this very recent intimacy that I would 
like to spend a few moments stressing my evaluation of two vei^'' 
important questions that might be considered by your committee in 
its analysis Jot the renewal of the National Cancer Act. 

I refer to the importance of prevention, and the potential for such 
renewal and orientation, shall I say reorientation, on the part of -.1 " 
National Cancer Institute in this regard. 

In the past 10 to 15 years, considerable progress has been i/i^iff^^, 
in no small part due to the activities of our Congress, for exan^x^ic^ 
in estalplishing the National Institute of Environmental Heolt^ Sci- 
ences 10 years ago, and in the markedly increased support ^ c^^nci?.r 
research in our country. As a result, we have begun to >*o.ritH^; 
causes of cancer in our population. There is hardly a year nc:\>; that 



have reason therefore to. hope that wi* will, within our .1' retii.*r:?.i, 
identify those things that are causing cancer among us, aid wiro 
that, have the opportunity to prevent such disease. 

I would urge you then to continue and to emphasize in the IvJ 
ties of the National Cancer Institute the work that is now ne: v .ry 
to further identify the causes of human cancer, most of them Iving. 
clearly in the enviroiiment. Evfin those for wLlch causes are ncl 
known— broast cancer, colon cancer, stomach cane 'r. prostate canc^jr 
— tlierc is enough infornintion to indicate that thesi^^ causes, too, "J/ill 
be found to be environn?«:itfii. 

We have ?:he tools liow to be able to do this. We know how to 
e.xaniino the experience of iiunian populations. Our bitter experience 
with oigfirette smoking has taught us that- OitV bitter experience 
with asbestos has taught us that, and our experience with btncidine. 



;oes by that this list is not bciuj 




iklerably lengthened, ;nd 
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betiinaphtalamine, arsenic, nickel, cadmium, and so forth liave shmvn 
us. how to find the links between exposure to these agents and hi»man 
cai\^r. „ 

Second, we have begun to learn how to evaluate and analv awi- 
mal experiences to do the same thing. • : 

With these tools in hand, it would be, I siTggest, an imxi^r.'.lete 
acceptance of our responsibility if we do not use them to now -^m^ the 
remaining causes for human cancer: why one woman wili doyt^lop 
breast cancer and not another; why one man will develop colon 
cancer and not another. 

The second aspect of prevention that is before us and again, 
feasible reflects a different opportunity. The first will hopfjfvifvlielp 
us avoid exposuredn the future. The' second will assist us ir. niaking 
amends for our ignorance and inattention of the past. 

I refer to the fact that as we have identified causes of fuincer, 
whether it is asbestos, or chromium, or bischloromethyi ether, or 
chromates, or whatever, we have simultaneously id^^ntifiti lar^o 
groups of people who have been exposed to them. Thes?^ grp?;nr. then 
are at high risk of developing cancer in the future. The hx;^s of 
people who smoke three packs per day, the groups c? ?;-eop)e who 
work in shipyards and were exposed to asbestos, the groiip& of people 
who used benzidine and betanap^-.thylamine in the manufacture of 
aniline dyes, the groups of people wlio, when making plai^tic-, 'mv<ii 
exposed to vinyl chloride, acrylanitnL and vinylidine ci i^mdc tt?^ 
people who used solvents that contained benzine, tlipse grouns, ^'i^Ti - 
will_ have important increased risk of cancer in the future. " * 
There are two things we can do. Either we can stand by and kf^v-o 
score, sort of bioVsgical bookkeepers, in a sense, or we can trv to 
intervene. We know who, these people are. The potential for Kurv^^U- 
lance,;:he po(:ential for early diagnosis, the potential for earlv treat- 
ment '.s now afforded us. Indeea, there is even the pctc-r£a?^.V ™ a 
research basis, k'V learning how to make preclinicardiaCTn^vis itnd 
ultimataly to iook to preclinical treatment. 

I would urge that the National Cancer Institute t« :^:^d to review 
Its programs that will be devoted to such prevention, tj learn how 
to maintain and establish surveillance of high-rkik groups, how, 
in other words, to save lives among those who b/o;re already been 
exposed in the past; 

As a supplement to both of these areas of considerable potential, 
I would urge, too, that the National Cancer Institute review how it 
might mal^ its considerable resources, scientific, intellectual, admin- 
istrative, financial, a\ailable to those in iJie community— trade 
unions, industry* other groups— who are initialmg examination cf 
suspect problpib.; problems that they are begmoin;^ to look ^t. Very 
often there is now nowhere to turn. 

When a group, of workei^, whe^v an industry or other groups in 
the community meet these potential i>robIems, they do not know how 
ar.d where Jo have an appropriate evaluation ni?r.(K',-I need only 
remrad you, ii-. Maguire, of the unhappy situatli^a in Michigan 
jihore, from. 1971 to 1976, there was novliere for th^i dairy farmers 
to turn to see whether this problem might include a cancer risk in 
the future for them, nor in. fact do the 9 million people in Michigan 
have such opportunity. , /. 7 ' 
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. I would urge, therefore, that the resources of the National Cancer ^ 
Institute be made more intimately and openly available to the many 
groups in o.iir country who are more and more approaching these • 
problems^hanlc you very much for the opportunity of reviewing 
these pjZTspectives with you. 
Mi;^Iaouike. Thajik you. 

Dr. Highland? > - ' 

STATEMENT OF JOSEPH H. HIGHLAND, PH. D. 

Dr. HiOHLAXD. Yes, thank you, Mr. Maguire. 

Members of the committee, I am Dx. Joseph Highland, chairman 
of the toxic chemical program of the Environmental Defense Fund. 
EDF is a nonprofit, public interest group with over 45,D00 members 
that has long advocated elimination, pf unnecessary human exposure 
to toxic chemicals. Before joining the EDF staff, I was a staff fellow 
, at the National Cancer Institute. Currently, I serve as one of two 
public interest representatives to the NCI, as a member of the 
National Clearinghouse on Chemical Carcinogenesis. It is a pleasure 
to have this opportunity to discuss briefly the issue of emphasis that 
should be taken to solve the cancer problem. 

I will limit my remarks, because you have already discussed today 
in previous testimony the knowledge we have in terms of our 
latest understanding that 80 to 90 percent of all cancers are environ- 
mentally caused. You also realize the extreme importance of this 
disease and the near epidemic proportions it has already reached. 
Each; day, an estimated 1,000 men, women, and children will die of_ 
cancer: It has been our increased understanding of the environmental 
nature of this disease, coupled with our knowledge that cure rates 
for cancer, except in rare cases, have increased only slightly over 
the past decade, that has led us to heavily stress the need for cancer 
prevention. . 

Once causative agents of diseases are identified, it is only a logical 
step to seek their elimination. Piavention of disease rather than cure 
has historically always been our approach: 

In some cases, we have acted wisely, unfortunately, after tragedy. 
Occupational r^xposure to vinyl chloride has been greatly reduced, 
thus, reducing human risk, so, too, has exposure to several other 
recognized occupational carcinogens, such as asbestos and bischloro- 
ethyeL ether, but our general efforts to limit or eliminate human in- 
voluntary exposure to chemical carcinogens in our environment, have 
been inadequate and painfully slow in coming. 

Effective action under section 112 of -the Clean Air Act, section 
307(a) of the Federal Water Pollution Control Act, or the general 
provision of the Safe Drinking Water Act have been extremely 
limited. The Environmental Protection Agency as the responsible 
Federal regulatory agency has moved only when confronted with 
legal action or extreme public . pressure- Likewise, the Food and 
Drug Administration has used the Delaney amendment less than a 
handful of tiipes to protect the public from the addition of known 
carcinoprens into our food supply. 

The Consumer Products Safety. Commission fares no better, and 
the risk of chronic hazards such as cancer from the use of a variety 
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of consumer products remains unregulated. In some cases, the neces- 
sary and proper regulatory authority has not even been granted by 
U/ongress. An example is in the area of cosmetic safety. Today cos- 
metics continue to enter the marketplace without any requirement 
►that they be premarket. tested for safety. The American people are 
thus exposed to thousands of cosmetic ingredients about which we 
have little if any health effects information. 

Why has regulatory action been so slow^ Often, regulation has 
hinged upon the availability of scientific data. Many times the data 
necessary for regulation has resulted from experiments performed 
under the bioassay program at the NCI, but years of delay in finish- 
ing experiments have caused intolerable, delays in the publication 
of vital scientific findings. These delays are indicative of a failure 
to emphasize cancer prevention at the NCI, and these delays have 
been costly. *^ 

For example, the CPSC did not act to ban use of the flame re- 
tardant "Tris" until the results of the NCI bioassay on "Tris" werQ 
made publicly available. Likewise, FDA action to warn consumers 
of the risks posed by the use of certain hair dye products was Jinked 
to the publication of the NCI bioassay report on 2,4-diaminoaiflisole 
sulfate, and EPA's effort to curtail the discharge of two hazardous 
pesticides, endrin and toxaphene, into the Nation's waterways 
would have been vastly altered if the bioassay data on these two 
chemicals had been available at the time of the regulatory action. 

I cannot stress enough how vitally important it is that a clear and 
definitive emphasis on cancer prevention rather than cancer cure 
become the primary objective of the NCI. In a time of limited re- 
sources, more emphasis must be placed on truly preventive action, 
iietter co-ordination is clearly needed, and even greater efforts in 
the area of human epidemiological studies must be undertaken. 

This is not to suggest that efforts in basic research are useless To 
the contrary, they will be vitally important to our ultimate under- 
standing of the nature of the car6mogenic process, but the past 
emphasis on cancer cure rather than the prevention has meant that 
much work vitally needed for effective prevention has remained 
undone. Not enough money has been appropriated for long-term 
bioassay testing of potential carcinogens. Currently, only 50 to 60 
new chemicals a year can be tested because of limited resources. 
r^^\y^^''^^^^^^''^^J^^^^^ Voint, are you familiar with 
UbHAs relatively new initiative of attempting to classify these? 
Do you see that as a way of addressing this problem, shortage of 



j?^' HioiiL.\XD. I see it as an attempt by a regulatory agency to 
address the problem of regulation, but the basis of regulation that 
Ui5H A IS proposing is one based upon the type of data they have to 
go with,^and what 1 am trying to siiy here is that in many cases we 
have failed to have proper regulation because the data has not been 
generated so when OSHA says it has one animal long-term bioassay 
report and one short-term test or two animal bioassays, it will take 
the following regulatory step, part of the question is, where will it 
get that data, and are some of those tests now being performed by 
NCI, or have chey been performed in the past, and have we seen a 
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lack of rapidity in getting out information n^essary for regula- 
tion ? That is the mpnasis of the point here. 

Efforts to develop short-term screcnin^^ tests such as the Ames 
mutagenicity assay have been underomphasized and consequently 
underfunded. The use of sliort-terni mutagenicity data will be criti- 
cal to the policy. To date, there has haon a Ismail effort at the NCI to 
start to ise that screening test, to start to validate it better, but that 
effort hf.s been underfunded. It is sort of a low priority, and it needs 
a lot more priority and a lot more emphasis. This condition should 
not be allowed to continue. 

It is critically important that you realize that the decisions you 
make today are critical to the lives our children will lead tomorrow. 
To date, we have acted too slowly, and without sufficient concern. 
As a result, human exposure to hazardous chemicals has greatly 
increased over the last decade, and is now occurring at an earlier 
age and to a greater extent than ever before. 

Children in utero are being exposed to carcinogenic pesticides iand 
industrial chemicals. Many of these same cLrmicals contaminate 
human breast milk. The levels of these chemical contaminants is so 
high that if cow's milk were as contaminated as the average woman's 
breast milk in this country, it could not be sold in interstate 
commerce. 

We are forced in manj cases to conclude that the risks of breast- 
feeding may now outweigh the benefits. As an example, in the first 
year of life the average nursing infant whose mother's milk is con- 
taminated with PCB's, the ch3mical you asked about before, that 
infant will ingest what you or I would ingest in a decade of life, 
but still the Environmental Protection Agency has not gone forth 
as required to properly take care of that issue, and that same child 
will be ingesting PCB's at a dose approximately 100 times that of 
an adult, on a weight basis- \ 

The statement that cancer is an environmentally caused disease 
is Qf ten misrepresented to mean that cancer incidence reflects ex- 
posure of manmade chemicals only. This is clearly not the case. 
Factors such as sunlight, natural radiation, diet, and smoking are 
clearly included, but it is likewise important to remember the con- 
clusions of a Presidential Science Advisoiy Committee which in 
1973 concluded that : 

Cancer incitemenst by so far unrecoiniized chemicals combine to form a 
throat to health that may well be of at least the same general size as the three 
major threats just described [i.e., cigarette smoking, alcohol abuse, and choice 
of dietary composition]. These chemicals may be natural or synthetic. 

[Moreover, I would suggest to you that the full impact of human 
exposure to chemical carcinogens has not yet been felt, and may not 
be felt for another 5 to 15 years, and this, I think, goes particularly 
to Mr. Maguire's concern of the synthetic chemicals being released 
into our environment. To illustrate this point. I ask you to recall 
the demonstrative relationship between smoking and lung cancer.. 
As cigarette consumption rose, so did lung cancer rates, but only 
after a charact^^ristic "lag time" or "latent period" of approximately 
30 years. The lung cancer incidence we see today clearly reflects the 
smoking habits of 30 years ago. 
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If one now looks ut the proiliiction of synthetic chemicals such 
as plastics, pesticides, and synthetic rubber, one notes a striking in- 
crease in j)rodiiction starting in the 1950's, and I would direct your 
attention to a graph I have included on page 6 of the written testi- 
mony I have submitted for the record, in which is plotted produc- 
tion levels as a function of fime [see p. 170]. 

Althou^^h production clearly does not equal human exposure, it 
certainly is indicative of exposure, especially given our almost com- 
plete failure to control the discharge and use of many of these 
hazardous chemicals; Consequently, if a pattern similar to that of 
smoking occui^ in that a :^0-year lag time exists between exposure 
to these chemicals and the manifestation of disease, the effects of 
general exposure may not b6 seen until the mideighties. 

Clearly, the time for action is long overdue; Through our cur- 
rent inaction, we have jeopardized our futures, but appropriate 
action today -can turn the tide and , bring us effectively onto the 
much-needed path toward cancer prevention. 

Before I finish, I would like to just state a general support for 
the items which are listed in H.R. 10190, and .specifically address 
two of fhe issues raised by Mr. Maguire. One is the altering of the 
composition of the National Cancer Advisory Boai^, and the other 
item is better coordination with other agencies between NCI and 
these other agencies, both after data is generated and before, when 
deciding on what cheniicals should be tested and how. Let me 



I would have to strike a note of difference with Dr. Fredrickson's 
answer to Mr. Florio's question on coordination, at least with respect 
to the issue of coordination after data generation. My experience is 
limited to the activities that I have taten part in in terms of the 
clearinghou.so, but one clear example where an agency asked for help 
and did not get it was in the issue of Tris. The Consumer Products 
Safety Commission delayed action for approximately 4 to 8 weeks, 
•'^ePking from the clearinghouse some calculation of estimated human 
risk. The clearinghouse refused to do that. The only way they got 
that information was when EDF asked Dr. Marvin Schneiderman 
of the National Cancer Institute to makis a public presentation to 
the Commission in which ho presented the models and a series of 
calculations which could be done. ^ , 

At that time, the Commission agreed it would like Dr. Schneider- 
man to do those calculations, and they were performed. 

Mr. Florio. Would you speculate on why the Institute appears 
to be reluctant to provide the types of information we are talking 
about? ' , ^ 

Dr. Highland. I can only limit it to my experience. I do not have 
good knowledge of the many committees Dr. Fredrickson spoke of, 
hut only the clearinghouse. The clearinghouse has met probably now 
for close to 2 years and has gone about its task in a tortoise-like 
fashion, in the sense of being slow to deal with the issues of risk 
assessment, those kinds of tougli questions. 
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Part of it may relate to the structure of the clearinghouse and the 
fact that it meets so infrequently, and that part of the time is spent 
just getting going again, and the day ends. I cannot tell you exactly 
whj, althpugn there are diifferences clearly in terms of the accepta- 
bility of different models of risk extrapolation. 

Tne Consumer^roducts Safety Commission --nus asking for some 
idea, some feeling for the order of magnitude of risk. It was not 
asking for a definitive statement, and at that point a decision was 
made by the chairman of the subcommittee of the clearinghouse 
simply to say that they would be unable to give the data. I cannot 
give you the reason for it. The appropriate people to ask would be 
JBud Brown, the chairman of that particular subcommittee at the 
time, but it is Indicative of a failure ohce-data -is^-generated-for at - 
least one body of the cancer institute to respond to a regul&tory 
agency's request for help. There is an ec[ually important pomt that 
goes with this, and I would like to mention tnat before closing. 

That is, in terms of the types of experiments to be done, to recog/ 
nize the hazards of the future, what chemicals to be looked at aM 
how to look at them. We continue to put on tests in the bioassAy 
program, a series of chemicals, without regard or knowled^ of how 
th^ information generated from those tests will be used m a regu- 
latory sense. For example, if you want to do proper risk extrfitpola- 
tioh, you may need several. data points, which as the tests u/e cur- 
rently designed, will simply not be generated, so you can-ran a 3- 
year, 4-year test costing $250,000, and fall short of the kind/of data 
that a particular agency wants for regulation. / 

There are committees to look in terms of the clearinghouse at this 
problem. They are supposed to have been looking at it for the past 
year and a half without much progress, biit it is essential, as much 
as the.help after data is generated, to make sure the data we are gen- 
erating^ for the future is 6f the appropriate nature for proper 
regulation. 

Thank you very much.'l would be glad to answer any questions 
yoii might have. " ' 

Mr. M.\GUiRE. Thank you. Mr. Florio ? 
[The graph Dr. Highland referred to follows :] 
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Figure 2 

Cancer mortaliiy rales and chemical production as a funciion of time. 



♦Harris, R,H., T, Page and W.A, P.oiches, "Carcinogenic Hazards of 
?of?"^S Chemicals in Drinkin-a Wa5:ec," in Origins of Human Can cer, 
1977, Cold Spring Harbor Lahorair.ory : 

Mr. Florio. Unfortunately, I have to leave now. I have great admi- 
ration, Doctor, for your contributions in the past, particularly with 
regard to the asbestos question. If you do not mind, I am goinff to 
submit a couple of questions to you, and I would appreciate your 
response, particularly on the iisbestos question. Likewise, I apologize 
for interrupting, but I asked most of my questions as we were going 
through, because I knew I would have to leave, 

Mr. Maguire. Thank you. * 

Mr. Florio, Thank you. 
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I -wonder, gentlemen, if we coiUd talk about some more specific 
suggestions that I and others have made about augmenting NCI's 
responsibilities. I have suggested, for example, that given the tor- 
toise-like nature of the clearinghouse process and the ''coordination", 
process which we have had under various guises in recent months 
and years, that we should identify a lead agency. 

I have, proposed that it Ought to be NCI to promote the systematic 
pursuit of the identification of carcinogenic substances. That would 
mclude, of course, proper tests, processes, and some establishment of 
priorities, but to provide the data base for the policymakers in what- 
ever agency, I have suggested further that NCI as the lead agency 
ought to be required at the request of any agency to either test or 
make sure that proper tests are done with respect to any substance 
that is regarded by an agency as an actual or potential hazard. 

I have suggested further that NCI ought to report annually on the 
substances which are suspected with respect to where we stand in 
each case, oh testing on regulatory action, on exposure of high risk 
populations, and so on. 

Do those sound to you like reasonable suggestions for legislation, 
either or both of you ^ 

Dr. Sehkoff. Yes. I think your proposals are very modest, very 
much to the point, and very much in tune with the developing and 
current leadership at the National Cancer Institute, and I think they 
will provide very useful information for the Congress and for our 
people in the future. 

Mr. Maguike. Dr. Highland? 

Dr. HiGiii^vND. Yes; vwould like to respond to those points. As far 
as the coordination role that NCI plays, I think it is a very good 
idea. I understand Dr. Fredrickson's expressed concern that we not 
limit our interest in a chemical's toxic properties to cancer. If it has 
other properties, we should know at the same time and coordinate 
our testing. I think that is clear to everyone. If that is a problem in 
terms of putting it . under the National Cancer Institute, I am not 
sure why, in the foltowing sens?. ' ' 

, The work done by N.Cl right now ib o contract and clearly, if it 
is of concern, whether there iti^ other tests running coordination, 
those could be handled at the same time. I strongly qoncur with your 
feelings that there is a need' now to pick somebody and .get some 
responsibility and get the job done. NCI secnis like a logical place, 
because our "Knowledge about cancer mechanistically and about the 
kinds of factors which affect^human cancer rates is probably greater 
tlian, for instjuKje, our kiiowledge in terratogenicity, and if we wish 
to develop inorc tests and understandings, that everyone would sup- 
port that concu-irent with our understanding o£ the carcinogenic 
nature. 

For the second point, test whatever is asked for by a regulatory 
agency, that wonjcl require clearly a great increase in the budget that 
the to dng program has. 

Mr. M;\oriHK. The hill would provide that wherever another agency 
made the request,^that agency wowld be responsible for the funding. 

Dr, ILxGiiL.vND. I think that is very appropriate. I know iii one- 
case mi^p clearinghouse the Departnxent of Defense wanted some- 
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thing tested, and the decision was lo ask the Department of Defense 
for the funds or simply advise them how to do the testing. The only 
problem I' can see with that is that, for instance, the EPA recently 
requested that three trihalomethanes which appear in drinking water 
be. tested for carcinogenicity. We have already l^d data on chloro- 
form, which appears concurrently with these in arinking water. We 
had mutagenicity evidence on these chemicals, and I question the 
need to spend $1 million to test the others if regulatory action was 
appropriate based upon the knowledge we already had. 

So, I think there is a need to be able to judge the appropriateness 
of the request, but certainly, if it appears to be the kind of request 
which will help in the regulation of these hazards, I would certainly 
support it. . 

As far as where we stand on questions of high risk groups, I think 
it is vitally important. We issue today reports from the National 
Cancer Institute which do not even have a thorough search in many 
cases of existing literature which would complement the findings or 
data from other regulatory agencies which could give a fuller picture 
to the question at hand about carcinogenicity of a particular chem- 
ijcal. 

May I also, since I did not in the statement I made before — I men- 
tioned I ^ would like to support your suggestion for an expanded 
National Cancer Advisory Board. I think it is clearly needed, and 
I obviously would support, the types of groups you would like to add 
to it. 

Mr. M'AOuiRE. You don't think 

Dr. Selikoff. Mr. Maguire, may I interrupt and ask you how your 
bill would assist in the focusing by the. NCI on high risk groups? 

Mr. Maguire. Well, if you would just hold that for a second, I 
would like to come to that. It is my next question. On the point that 
Dr. Highland was raising, out of some 23 or so members of thje board, 
my bill suggests we ought to have at least 6 who are especially trained 
in environmental or occupational exposures, carcinogenesis. 

An alternative proposal is that we have thtee. I ]ust wondered if 
you felt that six was a prolific amount. 

D^r. HiOHi^XD. I would suggest that six is clearly appropriate, and 
I would make what will probably sound like a self-serving sugges- 
tion. I suggest thtft specialists in environmental concerns include per- 
haps representation of public groups, not only highly trained sp^- ; 
cialists, so the six sounds apprv^priate. It may not, in terms of our 
views, even be sufficient lo get the broad spectrum of representation 
we believe would be necessary. " 

Mr. Maguire. SelikofI, do you have any comments on the num- 
ber of persons with special experience and expertise in environmental 
and occupational carcinogenesis that might usefully be required on 
the board? 

Dr. Selikoff. Well, it depends on the people. Two might be enough,, 
and six might not be enough. I think with six you have a chance of 
getting two good on^s. 

Mr. Maguire. Let's move to'tlic populations at high risk and the 
screening proposal. Dr. SelikofT, my bill simply contains the follow- 
ing language, that there be programs, including programs to identify 
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and screen populations having a hig:. risk of developing cancer be- 
cause of occupational or environmental exposure to known or ex- 
pected carcinogens. We don't spell that out, and I was just about to 
ask you if you had some suggestions about how such a screening 
process might best work. 

You emphasized that in your opening statements, and I suspect 
you have given it some thought. 

Dr. Selikoff- Yes, it would take no great new body of science to 
identify many groups now at high risk of developing cancer in the 
future. We recently had another example added to those we have 
already had in the report of the -University of Chicago's study con- 
cerning women' who, from 1950 to 1952 were given diethylstilbesterol. 
There were some 668 such women, and they have now been traced 
with an appropriate control group to 1977. 

Until now, we had been aware of the danger to their female off- 
spring of developing cancer of the vagina. The new data from Illi- 
nois suggests that women — and there are some 2 million'in our .coun- 
try who were so troate<J in the early fifties — that women who were 
so treated have apiproximately twice the risk of developing breast 
cancer. No new body of scientific data is needed to teach us how to 
keep such women under surveillance, to minimize the results of our 
previous ignorance of 25 years ago. 

How to identify these people, however, will require some ingenuity 
\ and demonstration research. For example, the Navy at this moment 
Ms scratching its collective heads on how to. notify men and women 
_ w|io were employed in our shipyards in World War II and subse- 
quently under conditions in which there was considerable risk of 
asbestos exposure,- ii?id who therefore are at risk now and in the 
future, for the next 30 years or so, of developing cancer. 

How do you notify these people that, they should place themselves 
under surveillance? How do you teach doctors what to do about it? 
How do you suye lives? How do yuu tell {oeople wno worked in ship- 
yards they should, not ilow be smoking cigarettes, so they could cut 
their lung cancer risk perhaps in half. We don't know how to do this. 
But this IS certainly amenable to investigation, and among the lead 
tasks that you are assigning' to NCI, I see no reason why this should 
not be added. 

How do we identify, notify, and keep under surveillance these 
people^ who in the pasv have ;.eeh exposed to these chemicals. There 
are 4.5 million .Arnericans now alive who worked in our shipyards 
during jmd after World War II, including many, Mr. Maguire, in 
your district, Bergen County. In the New York Harbor area, the 
New York-New Jersey area, Hoboken, Bayonne, Staten Island, 
Brooklyn, et cetera. This is something that we can do and that we 
should do. If we do not,sT do not think we will be taking the oppor- 
tunity that. is now affordeclxis. 

The National Cancer Institute is taking a leading role in coordi^ 
natir^ for the Departuient of HEW the" development of approaches 
to the shipyard probleu^roni here on in. and your bill will codify, 
stnuulate, and assist theiiTrn-similar acceptance of lead responsibility 
for the future in this extraorflinarily. important area, including, inci- 
dentally, the whole petrochearical industry in New Jersey. 
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- We have just completed a study of maintenance workers at the 
American Cyananiide phint in Boimd Brook. It was the report of 
this study that I was giving this morning to the International 
Chemical Workers Union. It was foimd that among the mainte- 
nance workers (and, as you know, in the petrochemical industry 
perhaps most workers are categorized as maintenance workers— 
they are not just chemical operators pushing buttons, but are 
plumbers, steamfitters, electricians, carpenters, welders, boilermakers, 
and so forth) appvoximatley half and X-ray evidence of asbestos 
disease, because of inappropriate use of that material in past dec- 
ades. Here, then, is a major' problem throughout our country, but 
also very much in your district. 

Mr. M..\ouTUK. One of the criticisms that has been made of the 
Natiojial Cancer Institute's activities in the past is that the Insti- 
tute h«s be?n an institute oriented too exclusively toward sophisti- 
cated scientific analyses, without much sense of the urgency of mov- 
ing in a policy way to protect people's lives ut any given moment in 
tune, based on the best information we luive available. " 

When you talk screening and you talk reaching many, manv tens 
of thousands of pei-sons in some way, you are talking not onlv^^about 
moving beyond research to policy, you are also talking about niov- 
in^ beyond policy to outreach, and" execution of programs. Do you 
tlunk that the National Cancer Institute is the appropriate place 
to lod«Sb those kinds of resi)onsibilities? 

Dr. |Skmk()ff. Some of thein, yes; .some of them, no. I do not 
think that the National Cancer Institute can api)ropriatelv accept 
the task of what you have correctly termed onfveUch. I think that 
IS much more properly the task of OSFA, he task of perhaps 
other regulatory agencies, ^iuid i)erhaf- agtii:cies that we do not now 
liave. AVe have not in this countrv heon following people who are 
at high risk. Virtually none of the 20.000, 25,000 \kiv1 chlpride 
polymerization workers whom we knew in li>7^', ir Taiiuary 1974, 
to be at risk are now under obricrvjvtioii. Tlie \'eiy c'rge majority 
are not, nor are the 1 luiJlion or so vinyl '^^>lori^\ —polyvinyl chlor- 
ide pro(' :r.^ion workers extruding, U"- f!alenueri» / "the material 
and ex^ ;)sed tf) .c(iiisidoVahl> lower .o\ s"v. vi7iyl c' ' .iride. We are 
not keeping former benziiline-expo.sec nrkers mider observation. 
AVe are not keei)ing former betana^)h'i.. -sHuine woik(^ under, ob- 
servation. We have no agency at this time that has^e task of do- 
ing it. I do not know whether it should even be a Government 
agency. 

The unions now are looking to their responsibilitv in this regard. 
I do not know if they wll wait for the Congress or HEW or OSHA 
or the Dei)artment of Labor, to do this. Someone is going to do it. 
r don't know whether it .should be HMO's. I don't know what the 
nu^chanism will^ be in our country and in our circumstances to do 
this, nor do I find that- there are lessons coming from abroad. 

Mr. Magl'ihk. Would you .say, though, that it would be .sensible 
to assign NCI the task of assuring that this kind of effort is in 
fact in place? 

Dr. Skmkoff. I do not thmk that they could a.ssure it. Their task 
should be a research task, to do the research that would tell us how 
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to do this. In the division headed by Dr. Fink in the NCI, there is 
the authority now. and you could spell it out very clearly, and you 
can .encoura*2:e it very vigorously, that the necessary demonstra- 
tion projects be undertaken that would teach us how to keop peo- 
ploe at high risk under s\irveillance, to evaluate the value of such 
surveillance. If the NCI does not do it, if our Congress dcnis not 
do it, we will have to do it some other way. 

Mr. Maouike. Of course, we have health services program^ of 
various ^rts spread around the country now under HEW and 
presumabrv we ought to use existing frameworks for reaching 
people, or are you of the opinion that those frameworks are not 
adequate? ^ 

Dr. Selikoff. I would be delighted if we used these frameworks, 
and they worked. But I will ask you, Mr. Maguire, which compre- 
hensive cancer center in its own area is now keeping under sur- 
veillance a single group at high vkk of developing cancers in the fu- 
ture? We have, what,some 20, 22 such centers? We are spending hu > 
dreds of millions of dollars? Are we-skeeping people under surveil 
lance now ? Are we doing what we can do to minimize the ri^ of 
death ^of cancer among these people? We have frameworks. Ijrthe 
framework can be utilized, fine. But if we cannot use the frame- 
works we have, we simply must have others. 

Mr. MxVouiRE. Dr. Highland? 

Dr. HiGiiLAXD. I do not have a magic .solution, but I would sug- 
ge.st to yoirthat the question you are really asking gets ij the heart 
of . the mutter oRth^ i-esponsibiJity_of NCI in ,terms-af-not-oftly- 
studymg people at high risk, but^che general public education, the 
whole effort to reach the public and develop this understand'ng, 
and m that .sense, NCI in the frameworks, we \ave iPailed. We still 
have people r,onfus^d by what th.^se exposures may mean to them 
in the^ future. We still have them confusec^ as to what the data from 
the National Cancer In.sti^ite on any one chemical means. How 
significant are animal data and high cIo.se testing? 

There is certainly a role and responsibility to develop that public 
understanding and to go further to rea h those people who have 
been exposed and who are at high risk, and tlnre are frameworks, 
and they should bf in a sense, told that -they have to work. Clearly, 
I agree with Dr. Seilikoff that if the frameworks do not work, 
something e'rse must happen, b;_t at this point I think^-thereljkjio- 
excuse or.no ju.stification to saying they will not work. I think that 
that has to be pushed, 

Mr. Maouire. I pursued w"th Dr. Fredrickson this morning the 
question o^ coordination. He suggested that we ought to have bet- 
t^>r coordination, that we ought to have these clearinghouse proce- 
du res. He wa.s not sure that NCI was the place to assign a lead re- 
sponsibility. I found myself rather surprised at the testimony, 
frankly, because it has .seemed to me that you can coordinate, coordi- 
nate, and coordinate and unless someone is responsible, nothing hap- 
pens at all. other than people talking to each other, which is not 
enough, and therefore I found myself surprised at his response. It 
seemed to me that he was giving those of us who want to see a lead 
agency established very little encouragement. 
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I wonder, Dr. Highland, if perhaps you have a comment. I think 
you heard this testimony.- 
. Dr. JIioiiLAXD. Yes. I think what voii are liearing, and I do not 
attribute the following to Dr. Fredrickson, and I do not know his 
personal views at this point, but there is a feeling wi':hin the Na- 
tional Cancer In.<titiite that if the whole bioassay progrn' ) could 
be removed from NCI and set off in another institution where every 
other kind of test wero done, that that might be desirabk. 

I think that you are seeing — basically, you have an academic 
institution. AVlien I worked there, it was no different than working 
at other kinds of academic institutions. All of a sudden, you have 
the results of bioassays coming out which talk about flame retardants 
like Tris or hair dyes. This moves an institution which is basically 
a research generating kind of institution into a political forum, and 
it is an uncomfortable ])osition, perhaps, and there a'v these within 
the age:v V who have sjiid to me that if they could ray from 

that, they would like to get away from' 'L 

What you are sugge.stin^e: is a fuither immei-sion in.Mjat ." '.nd of 
activity, ami you may be (letecting a reluctance to, have th... \s I 
say. T cannot attribute that to Dr. Fredrickson, as T have no. -.vjkcn 
to Iiirn, but I know from others T have spoken to in that i:av>^^^':ly 
program tlieiv- is strong concern that it is an awkward {..jsir;.. 
They are not sun* how to handle it. It i.s much easier to (i-;^-' )uc 
to develop tests, screen i fig procedures, et cetera. 

As far as coordination and clearinghouses. I think the i-i^-u ''xg- 
houses are a good example of where you see a failure of that kind 
of- coordination. Sure, there are members from different regulatory 
agencies as part of the clearinghouse, but what impact that clear- 
iu^dunm' has had on those re<ruTatory a<jencies. or what impact t'uey 
have had on the workings of the clearinghouse, I think, could be 
fjuantiiied as ucing infinitessiiiuil, and that is the real problem. 
Someone has to have that responsibility, and someone has to make 
sure that things ^^o in an aggressive, good sonse, and that is simply 
not occurring. 

I don't disagree with you. I uiulerstand, as I said Dr. Fredrick- 
son's concern that we look broadly at cheniicals as a much better 
use of our time ai:{l money, but T think ycu may be detectin*:: a 
reluctance on the part of NCI to get involved i-: "a deep way into 
that kind of role. 

Mr, Maguike. Dr. Selikoff. have you any comment on this? 

Dr. SKMKop. I think that -l' Dr. Hlgliland says is correct 
in interpretation. I am not sur* :i is correct a.-* policy. 

"Mr. Magl'iuk. You are not : rj: which is correct as policy? 

Dr. Skukoff. That there sbniOd be an ncceptance of such re- 
luctance to become "involved."' 

yU\ MA(;rii{K. W'll, they an involved. If I mi<3fht just conmient, 
they are involved to the tune oi' m^arly $8:10 million a ;. v»ar. 

Dr. Sklikoff. That is correct, I :im interested, of course, in how 
the Ijase ])airs twirl on the DNA. But the real reason for the NCI 
is to decrease the amount of human cancer \n our country. The 
information that we seek is .sought for that particular purpo.se, and 
they are very much involved in a very important human problem. 
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They may want to select their spokesmen with Thick skins to com<» 
before committees like yours of public forums. That is all righr 
But. their information should become useful as we approach the 
problems of control of cancer. 

^therwise, well 

iLvGijiRE. I sliould think so, too, but I might point out the 
data 1 have available to me shows that during 19f>7 to 1973, only 41 
percent of white male cancer victims survived more than 5 years. 
That i.s not nua-h change from 1950 to 1959, wh<^n tho rato was r39 
percent, and this is apropos of the point that if you prevent some- 
one from getting it in the first place, you are one heck of a lot bet- 
ter off than tiying to deal with it after somebody gets it. 

Dr. HiGiiLAXD. May I ju.st make a comment on that? 

Mr. Maguire. And there has been very little progress on the back 
end of that in the 20 years we have been working on it. 

Dr. Highland. That is right, and as Dr. Upton said, there are 
limited cases of childhood leubemia where you see great^Ji increases, 
and majrbe Dr. Selikoff knows this, obviously, a lot iDetter than I do, 
but if you look at our treatment of medical diseai:-^ in this countiy — 
take polio as an example. / We never approached polio by s^^ving, 
let's find a cure for polio. In other words, let's have the victims get 
polio and then we will treat them and have them cured. We have 
alwavs looked for preventive measures in disease control. 

What you arc running into here, I suggest to yon. is hie fact 
that a lot of what you want to prevent, those agents out there have 
political overtones to them. They are not clearly a nice vinis that no 
one has an interest in, and that is the stumbling block to a lot of ihe 
progress that should be being made. It is not typical to dwell so 
heavily, I think, on a cure. Clearly, for those people who have been 
exposed, for those people who do have cancer, there is a ne^:<x for 
treatment, but I thint if we take the perspective approach, w»i 
have to be empliasizing more in the future prevention, be it t] ' ^- ugh 
screening programs of people at high risk so we can do something 
;il»out-tliat if the disease is manifested, or more importantly i\i terms 
of what is going to happen 25 or 30 years from now. Wliat steps are 
we taking now to avoid having to look at groups at h;gh risk in 
the future? 

Mr. Maguike. A gain, going back to Dr. Frcdrickson's statem^at, 
he introduces a paragraph by saying, **Cancer prevention is on** of 
the most important goals of the National Cancer Program," j^nd 
then he goes immediately to a discussion of clinical trials soon to 
be undertaken to test the value of a chemical relative of vitarain A 
that scientists believe may reverse the action of known cancer-oaus 
ing substances, and then to a discussion of cell surface antige 
which have been shown to prevent the growth of cancers in experi- 
mental animals. 

Now, I suppose in a sense those are pi*eventive strategies, and if 
something like that could be found to work, it would be Aiai velous 
indeed, but I wonder if either of you would care to ccpiment on 
chemical relatives of vitamin A and cell surface antigenS with re- 
spect to whether or not either or both of those seem to you to sug- 
gest that , we may have the end of the tunnel in sight here with re- \ 
spect to dealing with cancer. 
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Dr. Selikoff. I liave three comments with regard to that. The 
fit^-is that if we don't know who to treat with retinoic acid, wliich 
is flie chemical relative of vitamin A, it certainly will be another tool 
in our drawer we will never use. 

Mr. Maguike. Even if it works? 

Dr. Selikoff. Even if it works. Once again^ unless we approach 
the serious problem of defining, treating, an^^eeping under sur- 
veillance people at high risk, it will be another piece of information 
whicjli we will not use, and which, incidentally, I think the Ameri- 
can public will be surprised about. They think and I think— in 
many areas I am a layman that research (at least publicly sup- 
ported research) is done so that the results can be practically used. 

Mr. Macuire. You hope it is. 

Dr. Selikoff. We not only hope; we sort of anticipate that. That 
is what a reasonable man would do. So, I think not doing it would 
surprise many people. Secondly, we have known about retinoic 
acid now for a number of years. This is not a new discovery, and 
liere is research under way, limping along in this regard. It is my 
^pe that it will be useful, and I think certainly should be explored. 
With regard to the immunqlogicnl approaches, which is another 
term for the cell surface anticens, I think that Dr. Fredrickson has 
reason on his side to at least nope for this. / 

Let me tell you of an experience I have had^^Our patients with 
mesothelioma caused by asbestos have almost uniformly died within 
a year or so of diagnosis of their condition. It is a bad disease. We 
have veiy few cures, if any. We did one little study of 11 patients. 
Dr. Bikesi at our hospital, with mesothelioma, looked at the cell 
surface antigens in B-cell, T-cell, lymphocytes. 

Ten of the 11 showed marked immunosuppression. Their immune 
systems were not working. All 10 were dead within a year. We had 
one man who for reasons I do not knhw had perfectly normal lym- 
phocytes, normal immune status. He is now 6 years since diagnosis. 
I thought perhaps we had mixed up the slides, perhaps it was the 
wrong diagnosis. So, we did a thorocotomy with biopsy a second 
time. We were^right, Jt was a mesothelioma. He is now 6 years post 
diagnosis. He has had-no-treatnient. Somehow his status vis-a-vis his 
turuor is that ho, is allowed, to continue to be alive. Pie still has his 
tumon 

There are some secrets that nature is trying to tell us in which the 
immune status may be important, and I would strongly urge that the 
NCI continiic this area of research. Basic research is critically im- 
portant, It must also be, I think, in everyone's opinion, closely tied 
with the pracitical problems we are also looking at, so that it can be 
utilized rapidly and well. 

We may never discover some of these secrets. For example, we 
do not know how cigarette smoking causes lung cancer. We do not 
know which of the literally thousands of chemicals found in ciga- 
rette smoke might or might not be responsible for this. But we know 
that people who do not smoke cigarettes do not die as much of lung 
cancer. We know how to prevent it. 

For marty yeai\s, we knew how to treat pernicious anemia, long 
before we learned exactly what it was in vitamin B-12, long before 
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we know tliore was vitamin B-12. I think tliat tlie discovery, of the 
cause of polle^rra in the 1020\s, which really .started oir nmch of our 
current seientific advance, was made by learning what people wore 
eating in the South long before wo knew about the various Z vita- 
min.s. ^ 

There is much that can bo learned. I do not have to know how 
vinyl chloride causes the sinusoidal colls of the liver to end as angio- 
sarcoma and kill the person, but we know how to keep people from 
being exposed to vinyl chloride. Both areas of research are impor- 
tant^ not only one. not only the other. I suggest that the-approach to 
prevention whicL ^)nr bill emphasizes is a majior direction in which 
to go, while the 1 research is also being done. Perhaps we will 
reach the Holy Graii of knowledge of mechanisms before we prevent 
all cancer. If not, I would rather prevent all cancer and leave the 
discoveries for some other, academic time. 

Mr. Magcike. Does the retinoic acid work only if it is active prior 
to the triggering of the tumors or is it sometliing that would work 
to actually reverse the tumorogenic process once it had been initi- 
ated ( . 

Dr. Sklikoff. It does not seem to be in terms of reversal. That 
would be a therapeutic drug. This is in terms of prevention. 

Mr, Maguiue. So you would have to get it to people before the 
cancpr-causmg substances to wdiich they had been exnos.cd actually ' 
tiuggerod the carcinogenic reaction ? * , 

Dr. Sklikoff. Yes, sir.. , ' . - 

Mr. Maglikk. Is the .same true of the imuuuiological approach or' 
does It reverse an ongoing process ? - . 

Dr. Selikofk. That might do both. ^Ve dou^ know. Research is 
currently under way to explore that diftVrence. 

Mr. Maguiue. There is one other question I woidd like to ask both 
of you. How do you feel about the feasibility of NCI establi.shing 
an mtegrated data base or regi.stry to rtsnist Federal. State, and other 
appropriate' agencies in locating person.^ exposed to carcinogens and 
referring them to appropriate agencies and facilitating studies of 
tlie ettects of cargmogenic substances on populations? A tumor reg- 
Ktry, m short. Is that a useful approach, or would you feel that data 
organized by geography would give us essentially the same answers 
and we might save the expen.se of a tumor registry ? 

Dr. Selikoff. At the moment, our experience with tumor regis- 
tries has not been very sanguine, and unless advances are inarle, I 
would suggest our money might be better spent in other ways. Also 
1 believe that current progress being made in the National C-n^er 
for Health Statistics be allowed to continue a bit to see what will 
result from their reorganization in this direction, and that the jnatter 
bo reconsidered. _ 

Mr. Maguiue. Dr. Highland, do you have a comment on this? 

Dr. PIlGIILAND. No. 

y^^J '^^y "»"ch for vour testimonv, ffentlc- 
inen fhe committee appreciates your participation. We will recess 
until 2 p.m. for the next panel. 
Dr, Sklikoff. Thank you. 

[Whereupon, at 12:m p.m., the subcommittee was rocos.sod to re- 
convene at 2 p.m. of the same day.] 
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AFTER RECESS 

[The subcommittee reconvened at 2 p.m., Hon. Paul B. Rogers, . 
chairman, presiding.] 

Mr. Rogers. The subcommittee will come to order, please. We are 
continuing the hearings on the biomedical research training amend- 
— jjients of 1978, and all similai- identical hills. 

We are pleased to have a distinguished panel to begin our testi- 
mony this afternoon; Dr. W. Gerald Austen, Churchill professor of 
surgery. Harvard Medical School, and chief of surgery, Massachus- 
setts General Hospital, and member of the American Heart Asso 
ciation; Dr. Leonard S. Dreifus, F.A.C.C. president-elect, American 
College of Cardiology ; Dr. Isadore Rosenfeld, associate clinical pro- 
fessor of medicine, and a member "of the Citizens' Committee on 
Higli Blood Pressure; and EliokCorday, who is a clinical professor 
of medicine at the University of Caliioirnia at Los Angeles. 

We welcome each of you, gentlemen, to the committee. We are 
very pleased to have you here. We ap])reciate your presence here. 
Your statements will be niade part of the record in full, and you 
may proceed as you desire. 

STATEMENTS OF W. GERALD AUSTEN, M.D,, PRESIDENT, AMERICAN 
HEART ASSOCIATION; EUOT CORDAY, M.D., CLINICAL PROFESSOR 
or MEDICINE, UNIVERSITY OF CALIFORNIA AT LOS ANGELES; 
LEONARD S. DREIFUS, M.D., F,A.C.C,, PRESIDENT-ELECT, AMERI- 
CAN COLLEGE OF CARDIOLOGY; AND ISADORE ROSENFELD, M.D., 
CLINICA£ ASSOCIATE PROFESSOR OF MEDICINE, CORNELL UNI- 
VERSITY MEDICAL COLLEGE 

Dr. AusTEX. I am Dr. Austen, and I am currently president of 
the American Heart Association. I am particularly pleased to be 
here today. First for the honor, second because I carry ^ood news. 
The death rate from heart disease is on the decline in all segments 
of our society — men and women, young and old. In large measure, 
this dramatic reduction, for example, a 14-i)ercent reduction in the 
death rate from heart attacks in just the last 5 years, is attributable 
to tlio long-range commitment to the funding of basic researcli by 
the Congress, which then translates into education and prevention. 

I come before your subcommittee to support your bill, H.R. 10908, 
the Biomedical Research and Research Training Amendments of 
1978. On behalf oi thc 40,000 scientists and over 2 million lav volun- 
teers of the American Heart Association, T would like to address my 
remarks to titles II and IV of the legislation. 

In title II, to extend the National Hejirt, Blood Vessel. Lung, and 
Blood Act, we are groatly encouraged by your provision for a 3-year 
extension. We would like to omphasize that we believe the institute 
has suffered too long with a year-to-year authorization, and it is time 
for a lonf^er authorization period for stability's sake alone. 

We support the rVyear authorization levels for control and preven- 
tion programs under section 414 of the Public Health vService Act, 
slated for $40 million in fiscal year 1979, $45 miliion in fiscal vear 
1980, and million in fiscal year 1981. 
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These are reasonable year-to-year increases in extremely valuable 
prevention prog^rams such as the hypertension education program at 
tlie National lloart. Lung, and Blood Institute. The amendments 
concerning increased pinphasis on diet, nutrition, and environment, 
education are especially welcomed by the American Heart Associa- 
tion. The directive to the Heart, Lung, and Blood Centers to engage 
in professional and public education programs is a positive proposal 
we .support. 

Our only problem with title II of PI.R. 1090H is the level of au- 
thorization for the ^-year period. Basic research in cardiovascular 
di.sease has been on the decline each your for the past 7 years. 

In 1970, heart disease re.search received 73 percent of the National 
Heart. Lung, and Blood Institute's funding. In 1977, that percentage 
fell to 57 percent. This dramatic 16-percent decline was a result of 
several factors. Perhaps the most important was the diffusion of the 
National Heait. Lung, and Blood Institute's mission by the addition 
of new responsibilities without a corresponding increase in appro-, 
priatod fund.s. 

H.R. 10008, for example, includes additional re.sponsibilities for 
the lu.stitute, but the authorization level covers really only the cost 
of part of inflation, with a very modest increase for anything else, 

Our estimate is that the propo.sed authorization of $460 million 
will really not cover in any way the present operations of the Heart, 
Lung, and Blood Institute. I inight indicate that the pre.se ut authori- 
/cation for the present year has allowcnl approxunately 40 percent of 
the approved, new grants to be funded. 

If the $460-million appropriation that the admiui.stration has sug- 
gested were enacted, our estiuuite would he that funding of approved 
grants, namely, grants that are considered worthwliile. would drop 
to 19 i)ercent. 

To keep it at wjiat we would consider an uusati.sfactorv 40 percent, 
would recpiire aboiit $60 extra million, namely, lo go up to $250 mil- 
lion, counting the control programs that we have already talked 
about. 

I guess that it really gets down to where you consider the proper 
cutoff point is in teruis'of important and worthwhile research. Be- 
cause if you approve it and do not fund it, you might as well not 
approve it in terms of what it docs for the institution au*d for the 
pcoph' of this country, 

Chairnuin. in spite of tlie fact that in 1975, for the first time 
siuc^ 1967, tl\e nmuber of deaths from cardiovascular disease dropped 
below 1 niillion, cardiova.scular disease .still accounts for over 50 pci*- 
(•^^ht of all deaths in Anicrica. 

/ AVc. in the .Vmcrican Heart Association, believe that there should 
/be jn()re research support for heart disease rather tluni less. We, 
therefore, respectfully urge the subcouunittee to amend the authori- 
j^atiou figures for fiscal year 1970 from $460 million to $540 milljon. 
and for fiscajl year 19S0 frf)m $505 million to $650 million, and for 
fiscal year 19S1 froui $550 million to $750 million. The authorization 
figures shoidil he viewed as a reasonable ceiling, not as a floor, 

Mr. Rogers, as you know, in recent years the American Heart 
Association has presented avbudgot reconuuemlation based on what 
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wo liopo liavo boon ( arofnl ronsidprations and jiis^tifications. As 
America's larcrost . volnntotM* lioalth consnmor advocate groii]), we 
hof)e that we liave heen responsible. 

AVe lionest'v fool tliar tlie niiniljers tliat we are talking about are 
niiniimiiri. Wt- are verv anxious to recommend tlio?:e numbers, and to 
defend them here, and also in the Appropriations Committee, when 
thev occur. 

We want to give you tlie highest possible compliment that wo can 
on your 3-year extension proposal of the. National Research Service 
Awards Act. which is title IV in your bilb As von know, it is imT)er- 
ative that we provide for an adennate sunplv of researchers for their 
are really fundamental to whatH.R. 10908 is about. 

The 3-year extension will add stability and continuity to this im- 
portant research training law. 

The five amendments to the S^ational Research Service Awards 
, Act have the strong endorsement of the American Heart Associa- 
tion. The changes in the service requirements for National Research 
Service Awards support are reasonable. The amendments changing 
payback credit and the months of alternative service appear to be 
equitable for both the program and the trainee. The amendment 
providing for cost-of-living increases is long overdue in oiir infla- 
tionary society. We are particularly pleased about the amendments 
which lengthen the predoctoral training support from 3 to T) years, 
and the percentages mandated for training grants, 50 percent and 
direct fellowships, 15 percent. 

r think that I can cut my U\\k short by saying that we are in agree- 
ment with those five amendments, and that wc think thev are excel-' 
lent. ^ 

The Aint-rican Heart Association strongly siiT)ports the substan- 
tive changes proposed for titles TI and IV of II.R. 10908. It is our 
liopo that you will consider the recommended clianges in the authori- 
zation levels for the National Heart, Lung, and Blood Institute un- 
der title II as proposed by the American Heart Association. 
- . Tliank you. « 

^^r. RoGKRS, Thank you very much. Dr. Austen. 

STATEMENT OF ELIOT CORDAY, M,D. 

Dr. CoKiuv. :Mr. Rogers, and Dr. Carter, I am Eliot Cordav. I am 
Jt practitmner, researcher and teacher, I ain clinical ])rofes.sor of 
medicine. I CLA School of Afedicine. chairman of the cardiac care 
committee, (Vdars-Sinai Medical Center, and national consultant to 
the Surgeon General, U.S. Air Force, I ain author of some 329 pub- 
lications and 7 inonographs on the cause, management and prevon- 
tion of hoart disease. I appear before you to recommend passage of 
TI,K. 10908 for ^lny 1978, for continuing of the 3 year period, and 
to plead that your committee jirovide a more appropriate authori- 
zation to fund basic cardiovascular research, 

I am cohcenied that the authorization ])roposals by the adminis- 
tration for 1979 are less than they were when the act was passed in 
' 1972. I am also alarmed that the ])roposed level of funding will only 
jillow payment of 19 percent of all projects that have competed and " 
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have such promise that they have, been approved bv study groups 
for funding. Traditionally the institute was able to funci 80-90% 
proposed projects. These exciting research opportainitics are being 
stifled by budgetary coni?traints that exceed thos(* that existed when 
the first heart act was passed. 

I would like to show you this graph, if I may. These — thin solid 
line— are number of applications received by the National Heart, 
Lung, and Blood Institute. As you notice, as the years go along, 
from 1964 to 1978 i::ey Iiave increased very much paiticularly in the 
past 2 years. However, if we look at the approvalst-dotted line — 
they have also increased but the percent of approvals iwarded — solid 
line— are droi)ping down to 19 percent of all grants 'that have been 
approved. In other words, we are cutting off our research effort We 
are stifling the research effort, f \ 

I am terribly alarmed that we are going to lose^iJr tremendous 
human resources that we have trained. at great expen^. It is really 
a catastrophe, sir. 

If I may submit this for the record. 

Mr. Rogers. It will be. received. 

[The following chart was received for the record :] 

NATIONAL HEART. LUNG, AND BLOOD INSTITUTE 

REGULAR RESEARCH APPLICATIONS , 
NUMBER OF REQUESTS AND APPROVALS vs. PERCENT AWARDED 

2500 



Number 
Grants 




Approvals 
Awuraeu 



70 72 
Fiscal Year 



Dr. CoRDAY. I humbly recommend that C\e NHLBI authorization 
for 1979 provides: An additi-nal $100 million for cardiovascular 
research of which $54 million would be identified for new basic 
research which will develop more effective prevention programsland 
$46 million to fund research projects which have been approved but 
cannot be funded. \ 

An additional $20 million for research on sudden cardiac dc^ath. 

An additional $30 million for targeted studies to determine if 
expensive rehabilitation programs are effective and cost benefijcial 
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to provide noniiivusive techniques for detecting occult coronary 
vt't^^V i ■JT?'''^''; ^ i-Cfoinniend an autiiorizutioii for tlie 

lOQf, I'^ic.ni^ '-n'J^''^]' '^'^ y^^'" 1^"^; ^680 million for. the year 
1!)80, and $800 imliion for the year 1981. 

The existent Heart Act demands that 30 percent of the NHLBI 
Dn.lget must be identified for Lung and Blood. 'Because of mv 

/■'Jl.e- '"^'"'>^i' the Advisory Council of the NHLBI— 

1 am of the opinion that Lung and Blood already h5^ 
iulequate funding and therefore recommend that the proposed in- 
creased appropriation of $150 million for NHLBI not be stranded 
Ijy removing ,50 percent for these two categorical diseases 

]\e all recognize that cardiova.scular disease continues to be our 
nation s greatest killer accounting for 994,513 deaths, that is 52 
l)ercent of all deaths. Cardiac and cerebral vascular disease is re- . 
sponsible for the major expenses for health care delivery and dis--^ 
ability pensions. We have seen breakthroughs thanks to the previous 
(lirection.s and appropriations of the National Heart Act We;4re 
grateful that hyperten.sion is now under control, and new m^lliods 
have been developed for Uie better cafe of the coronar/victim 
which have reduced the annual mortality rate dramaticallC 

.^Mien r .served on the National Advisory Heart Council we re- 
viewed tiie present ...atus of cardiovascular disease ./Several times 
each year. It became evident to me that if we hope,,lo conquer this 
dreaded ailment which sweeps many away in th/prime of their • 
iive.s. we mn.<t provide a. more adequate preventioii program against 
artenosclerosis and sudden cardiac death. I feel that a stepped up 
resjjfirch crusade could be meaningful because/^n my lifetime I have 
encounte red great conquests against devas/ting disease processes 
which used to pillage the nation. For instance, at the time of my 
griiduatioii T could not envision how tuberculosis, poliomyelitis, and 
infections could be conquered. We believed it- was the will of G6d. 
luberculnsis whicn was so co.stly, inf/ctio/.s and treacherous no 
longer IS :i signi leant threat from t/e public health standpoint. 
Po lomyeliti.s u.sed to hang over ou'r Keads in the summer and fall 
and we phy.«icians felt so lielpie.ss as we watclied it .spread across 

lie .Nation claiming hundreds of thousands of young people. Thanks 
to your congressional appropriations that enabled Enders to isolate 
and grow the virus, and Sabin and Salk to develop .specific/vaccines, 
this unbelievable destructive disease has been conquered. 

■rilK ItKSKAItCir CONTrtlBrTIOXS OF THE Mil Il.WK SAVED LIVES .VXD IICAIAV 
St-FFERIN-O. IlEnrCKI) riEAI.TII C.VItE COSTS, IXCnEASEl) GItOSS XATIOKAI- 
I'ltODt.TT ANO AfCME.VTEIJ TAX ItOI-LS, 

' ' y 

. As a-studeut before the Second .World War. I recall how I feared 
infections which might result in a person's death within a matter 
ot-lH liours due to a minor wound infection, or what„we called blood 
poi.soning ^ow I ,nust tell you this is a different world— I can 
hanlly believe that iniectious discMses have been conquered by spe- 
cific antibiotics, ireart surgery was not considered possible until 
U.>J. iind now. although we cannot prevent heart disease, onr sur- 
geons/are able to "patch- u])" the disease process. Thcse-arc iKst p 
few of the great conquests which have been resolved by congressional 
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(li ction. along witli aj)ioi)LM- appropriation diroctcd tiirougj, tin- 
Mil. Our (;onipL"titiv(. fret- t-nterpriso .sv.sKmu wi.ort' .S(■i.Mlti^^ts have 
tilt" frt-e. Ion. to stiuly. allows tliom to accomplish the impossible 

c mortality rate of cardiovasciilar disease declined somewh-u in 
u- past decade from r,r, down to ■>■> percent of all deaths. Manv feel 
hi.s reduction in mortality is principally due to control of hVijer- 
tpn.-, on. better emergency eare sy^stems for the coronarv victim", ami 
die bcmeht.s o eardiae valvular, bypa.ss or abdominal aneurv.sm snr- 
guy. \\ e mu.st appreciate the facts that through your encouragement 
appropj;iations ami re.search opportunities, our" dedicated .sncnti.st.^ 
Ii!^\e accomplishetl a tremendous victory over disease 

liiit. de.spite the magnificent contributions in biologic re.'^earch of 
acquired degenerative and congenital disea.ses of the pa.st three dec- 
ades, 1 feel that we must recognize that arteriosclerosis continues to 
plague our citizens by retlucing their lifespan and costing fantastic 
...ins of money for hea th eare delivery and disability pefsions We 
al..o realize that such di.sab.lity reduces our gro.ss national product 
and thn.s depreciates the tax rolls. A horrendous mortality^ dSe to 
^iidiovasclar di.sease eont.nues. so that our fight to eoiitain the 
.Nations greatest killer remains our Xo. l l.ealtli problem. 

Wir.VT ll.vs C.\l-SKI) TllI-^ STIKLIXO CfTIUCK IX BASIC CAItI)IOV.\SCULAU 

HKSKAIiGIf? 

We learn that the present National Ifeart Lung and Blood Insti- 
t. te budget can only support 19 percent of all re.search grant pro- 

ufv H tV' 1^''"?, approved for funding at the last National 
T IiV?^'' ^"1'"",' "."'"^'"S " ^^'^ "'^tional competition. 

, Jo ■ H"''vrir i" Previous years. Ho^-,. 

ever, the M LI I budget .seems to be larger than ever-whv then 

nTn'l//T/-^?''^ authorization provide .sTifficient funding /on^- 
j,ea (1. 11U.S has come about because of the whole 1978 NHLBI 
bu.lget or million, an act of Congress has authorized that 30 
eT- iT:"'' budget-had to be directed to two 

othei di.sease e„titie.s-Lung and BTood, and another $35 million 
wa.s earmarked lor ongoing cooperative clinical trials which are 
. ngful. I hat leave.s about .$218 million for heart research-and 

liat i.s about the level of fundi.ig available in 1967. About $180 mil- 
l'o,'V-i^'""n-'"'/' V' ^7"'""V>g .studies, and that leaves only a mea- 
ge. .!>-5.S million to fund new basic investigator initiated cardiovasc.i- 
far investigations. We all know that inflation has eroded aw.?y Xt 
dollar value so that ingenious research opportunities liave to be 
.ser.misly. constrained and laboratories will be shut down across the 

.STAOOKHI.VC HEALTH CAIiK COSTS WII.I, BE HEDUCED BY I'KEVEXTATIVK 

HEALTH I'liOGItAMS 

-I can foresee that with specific appropriations spread over a con- 
tini.ou.s period of :i to '> years, our Nation stands aVery good dnmce 
of establishing a program of prevention which could reduce the 
staggering health care costs required to patch up tlie injury crea ed 
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l>y jirrerioselci-Dsis. When proper prophylactic health measures are 
ini[iU'inente(l. I am sure they will improve the natioirs health, in- 
-xir^^rse (he ^ross national [)ro(lnct, reduce disability payments and* 
^^vell the tax rolls. 

'rilK N'KKl) K(H: MOUK KKFKt'TIVK PKOPIIYI.ACTlC MKASL'KKS WHICH ^VII.L 
I'KEIVKNT CAKDIOVASCL iai: DISKASK 

Many believe (hat the medical profession already knows enongh 
of the answers to the |)rol>leni of the a^ing process, and that all they 
have to do is have everyone apply the present principles of risk 
factor intervention, and the Nation would no l<?nger suffer from 
cardiovascular illnesses. I^ut I nuist point out that recent reports by 
world antluM-ities like Sir John McMiehaeL Xemat Borhani, Ahrens. 
Mann, and Kannel have cast doubt on the possible benefits of present 
day interV(ui(ions. Kannel. a principal architect of the '-Framingham 
Study** which established coronary ri.^k factors stated : 

There are few propliyhictic mea.sures of jiroved otlicacy ia coronur.v lienrt 
disease. Tliis apjilies Id priinarv and seecaidary ijreveation, Neitlier liVKienic, 
I»liarniaej)I<t;;ic nor sur^'icai iiieasures have lieoii sliowa coMcJiisively to delay 
acute episodes or to prolong Ufe. 

A recent editorial in Lancet casts this doubt: 

So far. dpspite all rlie ^'tVnrr and ni<»ney that have heen speiu. rlie evidence 
rliar oliiiiinatin^' ri.slv I'aerors will (Miniinan' heart disea.<e adds up to little njore 
thsui zero in t<'riiis of previMil ini; heart disease on a puhlie liealtli scale. 

And our Food and Drug Acbninistration has. in effect, formalized 
the^(» flouhts by deuumding that adv(»rtisements for -certain lipid- 
reducing ilriigs carry this <|ualifying (;odicil : 

laiporrant .\(tte; It has not l)eeii estahlislied whether dru^j-induced lowering 
of sernia eliolestend and (»rltrr lipid levels has a detriniental. a hoiiettcial. or no 
t'tTtM t op-irtjjrlihlil-yii^ir nM)italiry due to atherosclerosis or corona rv heart dis- 
ease. 

ProniinejU investigat(jrs have reinvestigated the diet-heart ques- 
tions, the effects of e.\ercise. smoking, diabetes, cholesterol, phospho- 
lipids, and low vital capacity. It would now appear that oidy hyper- 
tension, smoking, and li[>ids may play a role. There is general agree- 
njent that an assnriation exists bctw(»en cei'tain risk factors and the 
oectu'rence of a rteriosclerosis. hut doubt e.\ists that interventions will 
reverse the aging [>r()cess (».\cept po.ssibly in the ca.se of hyi>ei-tension. 
lipiils, aufl tobacco. There is some evidence that control of hyper- 
tension ha- [u'ovided a great step rf)rward which has allected 4he 
luoitality rate, l^ecause single risk factor interventions have failed 
to eontif)! the a rt erio.<rlerot ic process, a blue ribbon t^J-^k force of the 
NHLI'I in 1071 fornuibited the (•f)ncept thai if thr thr(M- [)rincipal 
risk factors: HyfaMtension. smoking, ami diet whiclr stood out -^tati.s- 
tic;dly as beiijg (d* higher risk, that control of all thrci* al one time 
stood a belter chance f)f alieeting the arterios(;lerot i<' proce.<s. The 
NIII follf)W<'(l their recf)nnncndat if)ns and instituterl the (-(isrlv nuil- 
liplc risk factor l rials--( .Nfr. Fit) — which are now t-d<uig place* as 
a cfK>pcralive i)rf)gram acrf)ss the Nalifni. The answtM's to this vei;y 
important clinical trial j)rogram will be conclu(led in the vear 1082 
arwl wc j'agi'i ly await the answers. 
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But, thciv is increasing evidence from the publications of our 
scientific lentlers tliiit correction of risk factors in themselves does 
not s(;eni to solve all tli»^ problems. We lieiir them state that at best, 
if we could control the lipid problems it would apply to only 3 to 8 
percent of the overall pi'oblem. We read statements of the Director 
of the NIII.BI who happens to be one of the great scientific leaders 
in the lij/ul field, that once the arteriosclerotic disease process be- 
comes clinically evident, there is little evidence that interventions 
will all'ect the diabolic onslaught of tho destructive arteriosclerotic 
disease j)rr)cess. 

A massive clinical trial involving sonic 12,000 human subjects was 
des-;;ned to test the eU'ect of li[^id lowering drugs on the death rate 
<jf patients with obstructive' coronary lesions. However, trial of 
lii.'id unvei'ing drugs used as a standard in clinical practice such as 
proinnrin. nicotinic acid, atroniitl, and thyroid derivatives, suggested 
that these agents were either dangerous or totally ineffective in pre- 
venting ;i Hist heart attack or deaths front coronary disease. Althougli 
some critici/.e that this massive study cost some ^lO million, we must 
appreciate that the answers had to be. known. The annual sale of 
these tlrugs which proved to be inell'ectivc were many times the 
anntiftl cost of rlie study. 

Althougli the practitioners are pleased to hear the plea from con- 
gressional leaders to go ahead and implement preventive measures, 
they become frustrated because, except in the case of hypertension, 
tliey in all honesty do not know enough to convince their patients to 
change their lifestyle. Unless the practitioners have confidence that 
with a fair degree of certainty preventative meiisures will provide 
posit i\'e results, it would he wrong for Congress to demand them to 
implement questionable procedures. Simply speaking, it appears to 
me that medical politic is not convinced that today's lipid lowering 
drugs or any other intervc^ntions are eithei- feasible or ell'ective in 
reducing the incidence c)f coronary heart di.se a se in the general pub- 
lic. Let's- face the truth that although a prudent diet, exercise, con- 
trol of blood ])ressure, and ces.sation of the smoking habit would do 
no harm, we simply don't know enough to categorically jironiise they 
can stem the terrible onslaught of arteriosclerosis. 

The \nUU la.-k force on arteriosclerosis of 1071 pointed out that 
we still do not know the cau.^c; of the obstructive arteriosclerotic 
process, :nid that much more basic research is needed. Imaginative 
invest i;ia tors might well look for other likely caiNcs of arterio.sclero- 
sis that, when identilied could be in\'estigated thoroughly by a dise.i- 
I»liiied [>i-f)giam managed by heading sci(*ntists of the world, brought 
Together in s]jeciali/.ed ccnt(M's. Such programs could be fashioned 
and financed with the same sense of urgency with which our nation 
<lramatically pursued the atomic energy and space i)rogra?us, How- 
c'ver, these successful efforts were perhaps better supiilied with the 
basic information necc^ssary to formulate and execute a productive 
program. In pliysics, for instance, it was Kinstein's famous equation 
K = mc'- that ])rovided a major step toward the development of 
nuclear energy. We must ask if in r-ardiology we have some foi'mulae 
which ha ve such promise. 
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.MKTABOI.IC KKKOKS OK TIIK VKSSEL WAU. 

v.IiV's,K.lMv.«i'^ about the .netabolism of the wall 'of the blood 
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KAMIHAL CpROXAKY . . . 

Families have been identified where all the -.nales die before they 
are 40 years of age, and yet present preventative measures failed-to 
affect the course of the arteriosclerotic ;^-"o/^ess,^Study of such an 
accelerated familial disease state might p ovide a model that could 
offer fruitful investigations, 

XNVIK0X3IE^'TAL INFLl 'CES 

It is very difficult to obtain sharp endpoints for scientific investiga- 
tions of such matters as emotional influences and personality as a 
cause of arteriosclerotic disease. Scientists have noted that people 
who were confined to concentration camps, upon their release in sub- 
sequent years deevloped premature coronary or cerebrovascular dis- 
ease. Comparative in depth social, psychological, and dietf^ry studies 
of the survivors with »those of their kin vA\o were itot imprisoned, 
could provide meaningful data on which environmental factors in- 
fluence arteriosclerosis, and this could lead to possible methods of 
prevention and treatment. But these survivor studies musferbe imple- 
mented soon, before the remaining survivors succumb."^ 

lIYPEHTROrHY OF THE SMOOTH MUSCLE 

Eecent investigations have indicated that an overgrow^th of the 
smooth muscle lining of the arterial .wall leads to accelerated athero- 
sclerosis. This mechanism requires intensive investigation because it 
could lead the way to breakthroughs in the cause and prevention of 
our greatest killer. 

TIIKOMBOSIS AND FIBRO LYTIC MECHANISMS 

Our knowledge of the role of clotting mechanisms within the blood 
vessel as a cause of arteriosckrosis must be amplified because it 
appears to play a principal rofe in the formation of the aging 
process. & & 

KKXAL DL\LYSI8 

Young patients who have been treated with renal dialysis appear 
to, develop serious coronary disease prematurely. These subjects 
could provide an accelerated model for investigations in preventa- 
tive measures. 

DIABETES 

The arteriosclerotic process may advance in diabetics despite the 
control ot the blood sugar level. Fossibly somatostatin, a naturally 
occurring growth horiiione, recurrent hypoglycemia, or some un- 
known factors might be incriminated and provide meaningful solu- 
tions. 
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GENETICS 



Most agree that genetics play the major role in the arteriosclerotic 
P,f<^fif' ^°"'*aV^enetic engineering seems possible, major research 
into the relationship of genetics and heart disease is vitally needed. 

WILL MR. Trr JROVIUE THE FOKMQI^V FOR PREVENTION 

As we have stated, clinical trials with single risk factor interven- 
Er°"^w-rf -, ^^1 provide adequate prophylaxis. We hope that the 
Mr Fit trials wiir provide the answer to whether application of 
multiple risk factor intervention (Mr. Fit) will be of benefit. How- 
ever, we must face the fact that if these multiple risk factor trials 
do nor, prevent the progress of arteriosclerosis, our health planners 
may be faced with a sort of scientific bankruptcy 

We all know that in planning for the defense of a country that 
the miUtary plans for all future eventualities including failure The 

^r£5'f«nT""'^^-^°"!,'^/^'° P>^"' ""'i" ^^y in case the 
Mr. Fit fails to provide a defense against the Nation's biggest killer. 

NEED FOR A PROPER APPROPRIATION ON PREVENTATIVE MEASURES 

T appeal to this coiigrc;ssional committee to realize the need for a 
Tt^^nt .Tf appropriation of $595 million a year for new investi- 
gations that might provide for a preventative war against our Na- 

/rf^^- ^ .u'^xt'"'.^'^^' ^ P^°P" appropriation continuing for a 
5-year oenod, the Nation has an excellent chance of providing a more 
rational preventive care program. With encouragement by cfongress, 

^^"y t° the cause, and I feel certain 
^n^Vw tu'''- uP''-Su-'^° t°°>^ our great scientists they will 
complete the ]ob. This is a small investment compared to the bene- 

f "l^'^^Ju'^J'- run it will more than pay the iSi- 

-^'.u^ reducing both Health care costs and dLbility in- 
come and in the end will increase tax rolls. Of course it is mnos 
s?mVLnTed.''f dollar sayings which^'wiHaSu; b? sTvTng 

SansjSg. °^ ^'^^^ y''''^ by reducinf 

CONCLUSIONS 

.J ^ speaking on this great issue because I have a vested inter- 
est. My research enSeavors do not and will not take me into this very 
Tc£ll'f^T^^Ti.^ ^' ^ practitioner and research investigator aS 
constantly asked by my patients what I advise for prophylaxis 1 
find it very painful to have to tell them that after Til these years 
we are not too sure about whether strict adherence to the risk fa^t^s 
niinlf''* ^^'in •°"g«^'tv. I have seen -hundreds of thousands of 
people in my 40 years o{ practice and still am not convinced that 

T „.nl^??"n *° '''^ admonitions affects longevity 

in^ fRlll ^,Wess to provide a more appropriate level of fund- 
n«f *°^^fP,<="'i'°^ascular investigators at t^eirlbenches so that they 
^ffirfi^ «n^'-*? dramatfc patch-em-«p techniques for the 

afflicted and interventions to reduce sudden death for some 300 000 
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U.S. citizens each year. Basic research might provide such startling 
answers that even our most enlightened liealth planners cannot envi- 
sion. 

I'his, my dear Congressmen Rogers, is the American Dream: Please 
look oyer the price list and realize that it is an affordable investment 
and will, in the long run, not cost the taxpayer, but will offer them 
relief from their staggering burden. 

I, therefore, recommend that a budget of $595 million be appro- 
priated for the coming year, so that we may start our conquest of 
this dread disease of arteriosclerosis, particularly. 

Mr. I?ooE«s. Thank you so much, Dr, Corday, 

STATEMENT OF LEONARD S. DREIFUS, M.D., F.A.C.C. 

Dr. DKKiFt.'s. I am Dr. Leonard S. Dreifus from the Department 
of Cardiovasciilar Diseases the Lankenau Hospital, Philadelphia, 
Pa. I am also the president-elect of the American College of Cardi- 
ology. It IS m this capacity that I submit the followinir remarks 
(seep. Hiaj. ^• 

Before addressing the specific details of the "Biomedical Research 
and Research Training Aniendment.s of 1978," I would like to ex- 
press the College's support for the activities of the National Heart, 
Lung, and Blow! Institute. In Institute Director, Dr. Robert Levy, 
th(» NHLBT has a dedicated leader, an eminent scliolar, and a capa- 
ble and imatrinative admini.strator. 

I would like to reflect, and «rive my great thanks to all of those 
investigators and scientists that have been able to achieve this 14- 
percent reduction in deaths from heart attack. We are now beginning 
to see the light at the end of the tunnel in reducing deaths from 
heart disease. 

Again, I reiterate that deaths due to heart attack represent still 
.')0 percent or a Httle bit more, of deaths in this country, and some- 
thmg should be done about it. There is a tremendous financial loss 
as well as all the humanities and losses that we now recognize. 

I would like particularly to commend you, Mr, Chairman, on in« 
troducing ILR. 10908, providing for a 3-year extension. Again, the 
. years ofFur continuity. It offers the inve.'rtigator really an unprece- 
dented way to begin to continue the research. The 1 year, of course 
would do very little to give him that continuity to research subjects' 
and to reap the rewards, to do the experiments that will lead to 
the payofi in this type of research. 

We would like to recommend the authorization levels for a 3-year 
renewal. In these recommendations, let me point out quickly that 
the college has acted in restraint, understanding the economic bur- 
dens in this country in many other sectors. 

It is with this type of restraint, and I hope enthusiasm, and imagi- 
nation that these figiires would be recommended. In fiscal year 1979 
*.>40 million for research and training programs and $40 million for 
prevention, education, and control programs. 

For fiscal year 1980, $605 million for research and training pro-' 
gran)s and $-15 million for prevention, education, and control nro- 
grama ^ 
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For fiscal year 1981, $665 million for research, training programs, 
and $50 mill ion for prevention, education, and control programs. 

It was pointed out and I will clearly reiterate it, unless we come 
to these levels, it is a simple matter of mathematics that we will only 
be able to take care of 94 percent of existing commitments in fiscal 
year 1979. 

In addition, with the increase of at least 25 percent in new re- 
search applications, which really reflect enthusiasm and imagination 
and great talent, where investigators see a need to move ahead, we 
would probably be able to- only fund 16 percent of those grants 
which were submitted. & ? 

In the committee report which accompanied H.R. 4975 last year, 
the committee reaffirmed the need for an expanded, intensified and 
coordmated progi-am for heart, blood vessel, lung, and blood dis- 
eases as manaated by Public Law 92-423 in 1972 and Public Law 
94-2 < 8 m 1976. 

I think that I should point out, Mr, Chairman, that if we are to 
achieve equal access to medical care in this country, we 'can no 
longer engage in treating disease. We must engage in preventing dis- 
ease, it we are to achieve this American dream of equal access under 
the la^. 

This is again a plea ior the justification of our authori^^ation 
levels. We would also like to plead that the authorization levels rep- 
resent an opportunity level rather than a restricting level, which 
would be a problem for achieving proper funding for the necessarv 
projects. ° 

Finally, I would like to state for the record our support for the 
amendments in H.R. 10008 which would expiedite the training mis- 
sion ot the NHLBI, and would encourage speedier dissemination of 
research information to health professionals. We feel that this has 
been a great contribution. 

Mr. Chairman and distinguished members of the .subcommitee, on 
behalf of the American College of Cardiology, I wish to express 
our greatest gratitude for having invited us to present our views on 
this extremely important subject. 

Thank you. 

[Testimony resumes on p. 199. J 

[Dr. Dreifus' prepared statement follows:] 
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SlAIQGrr OF leOKARD S. ]]REZPl]B, M.D., F.A.C.C. 
FRESUBfT-EIKT OF THE AMBRZCAH COLLEGE OF CAHDIOLOGr 



Mr. Chainnan and Members of the Committee: 

I ara Dr. Leonard Dreifus, Department of Cardiovascular 
Diseases, The LanJcenau Hospital, Philadelphia, Pennsylvania. 
I am also the President-elect of the American College of 
Cardiology; it is in this capacity that I submit the following 
remarks. 

The American College of Cardiology is a professional, medical- 
specialty .society of more than 8,500 physicians and scientists 
who specialize in heart disease and other closely related disorders 

Before addressing the specific details of the "Biomedical 
Research and Research Training Amendments of 1978", I would' 
like to express the College's support for the activities of the 
National Heart, Lung, and Blood Institute. In Institute Director, 
Dr. Robert Levy, the NHLBI has a dedicated leader, an eminent 
scholar, and a capable and imaginative administrator. As your 
Ccsssittca noted in 11. Rep. 35-331: 

The committee is generally pleased, given the current 
reso,urces of the Nationar Heart, Lung, and Blood 
Institute, with the accomplishments of the National 
Heart, Blood Vessel, Lung and Blood Disease Program. 
Testimony before the Subcommittee on Health and the 
Environment revealed that from 1970 to 1975 deaths 
from heart attack declined 14 percent. This 
corresponds to a decline of less than 7 percent for 
all other causes of .death. The decline for coronary 
heart disease (heart attacks) is particularly significant 
since until relatively recently, the number of deaths 
was increasing and since mortality from this disease 
accounts for almost two-thirds of all deaths from 
Tn'^niS''!^^''^*'' disease ... It is estimated that 
49,000^fewer deaths from cardiovascular disease occurred 
in 1976 compared to 1974 This savihgs in lives A lnn^ 
is greater than the numb er of lives tfiat could be saved 
It axl deaths fro m automobile accidents could be avoi^e ^' 

. . . However, des pite these decreases, ca rdiovascular 

diseases still acco unt tor 52.5 percent ot a il A^:.i'U^ — 
in the unitea_statg3^ This i«> an overall decline from 
3* percent ot only a few years ago. 

Dr. Levy, th6 Institute, the National Heart, Lung, and Blood 
Advisory Council, and. indeed, our own membership, take great 
pride in being able to cite these impressive achievements in 
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combating cardiovascular disease. 

The College is appreciative of this Committee's efforts 
to continue the existence of this important Institute, and 
Chainaan sogers should be highly commended for introducing 
H.R. 10908, which provides for a three- year extension of appro- 
priations authorizations for the National Heart, Lung, and Blood 
Institute. As you know, the Senate counterpart to this measure 
(S. 2450) provides only a one-year extension of appropriations 
authorizations for this vital Institute, The American College 
of Cardiology considers that a one-year extension would be a 
severe handicap to the successful and necessary programs of the" 
NHLBI. 

In. 1972, the NHLBI authorization was wisely extended for 
three years. This was followed by a two-year ''renewal from 
1973-1977, an exception to the original three-year allowance so 
that- the activities of the National Program would continue 
without interruption subject , to a later review by the President's 
Biomedical Research Panel. The 1977 renewal ^Legislation of 
one year was yet another exception to the original three-year 
renewal. In our testimony prjesented before , the Committee a year 
ago, the American College of Cardiology was 'fully supportive of 
this one-year renewal because Congress desired to cooperate with 
the new Administration and wanted to assure that the Institute 
function smoothly prior to the consideration of legislation to 
substantially revise the Institute's programs. However, we 
cannot now ascertain a satisfactory rationale for yet another 
one-year extension. 

The unstable and unpredictable, atmosphere generated by 
repetitive one-year renewals, could have deleterious effects on 
the Institute's ability to cari;y out its Congressional mandates. 

The American College of Cardiology is in complete agreement 
with your decision to recommend a three-year extension of the 
legal operating authorities of the NIILBI: it demonstrates wisdom 
and foresight. A three-year extension would assure the continuity 



202 



195 



■tability, and effective planning of its he&rt/ lung, and blood 
reaearch and training activities? moreover/ it would conform to. 
HEW' 8 recoomendatiori; 

While the Aoerican College of Cardiology is sincerely 
grateful for your recommendea three-year authorization extension 
for the National Heart, Lting, and Blood Institute, the College 
respectfully reconanends higher authorization levels than those 
inclvided in H.R. 10908. The College's recommended authorization 
levels for this three-year renewal period are: 

FY 1979: $540 million for research and training programs 
540 million for prevention, education and 
control programs 

' FY 1980j $605 million fcr research and^training programs 
$45 million for prevention, education and 
control programs 

FY 1981: $6,65 million for research and training programs 
$50 million for prevention, education and 
control programs 

The College is concerned that, at the authorization levels 
of $500 million, $550 million and $600- million for Fiscal Years 
1979, 1980 and 1981, the Institute will find it difficult, if not 
impossible, to initiate new research and training programs while 
at the same time meeting its existing commitments. 

For example, the Administration's FY 1979 authorization 
request for the -institute is $432.2 million. Such an allocation 
would represent a significant decrease below FY 1978 levels. 
It would allow the Institute to.mefet only 94% of its existing 
contractual commitments. Moreover, it would provide for the fund- 
ing of oiUy 16-19% of approved new and competing research grants; 
this corresponds with a 40-50% rate of funding achieved in recent 
years. To compound this problem, we would like you to be aware 
of the fact that the institute has received approximately 25% 
more research grant appliaitions in FY 1977 than in FY 1976, 
These two phenomena spell an increased enthusiasm in the scientific 
community to participate in the biomedical research programs of 
the NHLBI but less money available for the Institute to meet 
this challenge. 
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In the Cocanittee Report which accompanied H.R. "4975 last 
year, (K.Rep. 95-117), the Committee reaffirmed the need for 
an expanded, intensified and' coordinated program for heart, 
blood vessel, lung, and blood diseases as mandated by p.L* 92-423 
in 1972 and P.L. 94-278 in 1976v However, for the Institute 
to continue its important activities and to embark upon new 
programmatic opportunities, authorization levels must be 
greater than the Administration's budget request and greater than 
the funding levels proposed in H.R. 10908. 

Further, there is another very important reason for setting 
higher authorization levels for the research and training programs 

a rationale that reflects the realities of the appropriations 
mechanism. Recent experience has shown that authorizations often 
are interpreted as exaggerated ceilings by the Appropriations 
Committees? in other words, actual appropriations fall far short 
of authorizations. in FY 1973, about $400 million was ' authorized 
for the National Heart, Blood Vessel, Blood and Lung Program? 
only $280 million was appropriated. In FY 1974, $460 million 
was authorized and only $284 million appropriated, in FY 1975, 
there existed a $200 million gap between the two figures. While 
authorization levels should provide guidelines for Institute 
appropriations, room must be allowed for new initiatives in 
promising program areas as well as for continued funding of the 
present programs at current inflationary rates. Authorization 
levels should be sufficiently high to be perceived as opportunity 
levels rather than as having the effect of establishing a 
restrictive ceiling on the Institute's budget. 

We believe that our recommended authorization levoXa reflect' 
the careful balancing of fiscal restraint and the Congressional 
desire to support the activities of the NHLBI. At our recommended 
authorization levels, the National Heart; Lung, and Blood Insti- 
tute will bo given the necessary ^resources to pursue the com- 
Erehensive program strategy to promote research in, and prevent 
diseases relating to the heart, lungs, and blood. 
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Finally, Chairman Rogerg^, you are- again to be cottunended 
for introducing H.R. 10908 becaVse of the inclusion Of two sub- 
stantive and well-needed amendments to the National Heart, 
, Blood Vessel, Lung, and Blood Act (P.L. 92-423). 

, The first of these modifications, recehtly recommended by the 
National Heart, Lung, and Blood Advisory Council (S202 of H.R. 
10908) would require the transmittal of the Director's Report 
simultaneously to the President and Congress not later than 
November 30th each year. Current law provides for the submission 
of the Report "^as soon as practicable after the end of each 
fiscal year" to -the President for later transmittal , to Congress. 
Last year, NIH appropriations hearings were held in February; 
although this comprehensive document could have been a valuable 
resource to the Members of Congress who determine how much 
funds should be allocat^ed to the Institute, the Report was not 
released until July. Th0 American College of Cardiology is in 
full agreement with your belief that these problems would be 
alleviated by adoption of this amendment, - 

The College also supports S203 of H.R. 10908 which amends 
S413(d) of the Public Health Service Act "to provide on a timely 
basis" for the dissemination of research information to the" 
public and health professionals. Many of our members conduct 
cardiovascular research, and many more, as practitioners and 
educators, apply it to the treatment of patients. We can 
appreciate the need to transmit new knowledge "from bench to 
bedside". Accordingly, in conformante with the recommendation 
of the National Heart, Lung, and Blood Advisory Council, we 
welcome your statutory reference to the dissemination of infor-. 
mation with minimal administrative delay. 

• In conclusion, may I reiterate our appreciation for your 
efforts to continue this vital Institute's activities. In a 
recent Presidential Proclamation, President Carter declared the 
month of February 1978 as American Heart Month. In the Proclama- 
tion, credit was given to the National Heart, Lung, and Blood 
Institute for its National effort to reduce illness, disabilit , 
and death from heart diseases through nationwide programs of 



198 



biomedical research in the cardiovascular field, training of 
research personnel, and information and education programs for 
health professionals. President Carter also invited Congress 
and the Nation to join him in reaffirming our commitment to 
the search for new ways to prevent, detect and control 
cardiovascular diseases in all its forms. The American College 
of Cardiology perceives the pending legislation as an excellent 
opportunity for your Committee, as our country's pre-eminent 
health policymakers, to reaffirm your commitment and support for 
the. National Heart, mng, and^ Blood Institute by providing a 
thre^-year extension of authority at our recommended authorization 
levels. N 

Mr. Chairman and . distinguished Members of this Subcommittee, 
on behalf of the American College of Cardiology, I wish to 
express our deepest gratitude for your having invited us to present 
our views on this extremely important subject. 
Thank you. 
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Mr, Rogers. Thank you very much. Dr. Dreif us. , ' 

Dr. Rosenfeld, you may be interested that Dr. deBakey has written 
the committee a letter saying that he had hoped to join us, but he 
was not able to. He said that Dr. Rosenfeld, who was an associate 
of his, was one of the most distinguished scholars, and had agreed to 
testify. He felt that it was important that the subcommittee hear 
from Dr. Rosenfeld. 

Without objection, that letter will be made part of the record, and 
we welcome you. 

[The letter referred to follows:] 

CmZENB FOB THE TREATMENT OP HlOH BLOOD PbEBBUKE, INC., 

Waahinffton, B.C. Fehruary 22, 1978, 

Hon. Paul G. Rogebb, 
Chairmany 

Bou9e Subcommittee on Health and the Environment 
Raybum House Office Building, 
Washington^ B.C. 

. Deab Mb. ChatrmaJt. I deeply regret that prior commitments will prevent 
me from testifying on Wednesday, March 1, on H.R. 10908, the legislation you 
Introduced which includes a three-year renewal of authorizations for the 
National Heart, Lung and Blood Institute. 

■ I want to commend you, not only for the introduction of this legislation, but 
ror the fact that it authorizes appropriations for the ensuing three Fiscal years 
Doctor I^dore Rosenfeld, who is Clinical Associate professor of Medicine at 
Cornell Medical College and one of the most distinguished cardiologists in the 
country, has a^eed to testify on the Heart budget on behalf of Citizens for the 
Treatment of High Blood Pressure. Doctor Rosenfeld, a close personal friend of 
mine, has worked actively with me over the past five years in both the fields of 
Hypertension and cardiology. Since hypertension comprises approximately 20 
percent of research and training monies in the Heart area of NHLBI, I think 
tuat it is important for the Committee to hear from Doctor Rosenfeld 
you*^ ^ Washington, I hope to be able to have a visit with 

Cordially, ^ 

Michael E. DeBakey. 
STATEMENT OF ISALORE ROSENTELD, M.D. 

Dr. Rosenfeld. I first want to identify myseF. with the remarks 
made by my distinguished predecessors. *The fa.^s and figures you 
have before you m the submitted testimony, I would like to make 
part of t he record [sec p. 203]. 

As a^clinician, I would like to highlight tlie impression that your 
bill and its impact may have on American medicine. 

I am very happy to be here. In my written comments, which are 
now part of the record, you will notice that I plan to limit my 
discussion to the field of hvpertension and sudden death, two major 
areas in which I happen to have a particular interest. 

Coniing over here from the airport in a taxi, today, I was re- 
minded of another problem, when I saw literally hundreds of jog- 
gers, some of them Congressmen and Senators, and other govern- 
ment employees, trotting around a body of water that leads to the 
Congress. 

I hope that the appropriations, which we will be discussing at 
another time, will include ta definitive study to determine the actual 
magnitude of benefit and/or dangers of such activities. I suspect that 
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they are beneficial But the lives of Congressmen are too precious to 
take a chance on that. ^ 

Mr. Ror.ERs. Unfortunately, this committee only provides authoritv 
tor appropriations. . 

Mr. JrAGDiRE. If I might interject at this point, and indicate to the 
gentleman that if he has any indication that jogging is adverse in its 
effects on health,! wish you would inforu. tho!f.bcommittee aVsoon 
St^yet'tdday ^ '^"^ I have not been 

I do want the record to show that I jog. 

Dr. KosEXFELD. Mr. Chairman, I am sure that it must be very de- 
oTf^r^J'^/r"'^"'^'''^ of this committee, including Congressman 
Carter, and Congressman Maguire, to hear all the terrible thines 
f,'' c^-n'k-n^"^ ^^"f '■'^^P'^ct to diseases and morbil 

ity, i>>0 billion in casts in treating cardiovascular problems alone. 

loday. you have heard .some good news from the president of the 
American Heart A.ssociation, Dr. Austen, when he talked about the 
. decrease in mortality, with which we are all familiar 

But you know that you cannot talk in terms of these wonderful 
Statistics a.s if they were a "fait accompli," and let's go on to ome- 

■'hype^-tlli '"'"^'"^ ^^"^^ Americans have 

As a result of the educational programs of the National Heart 
Lung, and Blood In.stitute, there has been an increase in patTent 
nrf nnd n P^^^^"^' ^'^'^king their phy.sician to take their blool pres- 
sure and there has been a 20-percent reduction in strokes. ^ 

However all of this requires ongoing education, ongoing manage- 
ment and leaves un.settled some very fundamental questions. I thifk 
I'ypertSon ''""^ '° i.np.;e.s.sion that w^e have conqSe"e5 

There are great difficulties in compliance. I have great difficulty in 
on t knoxv, for example, what the impact is of giving these medica- 

nXr ^l^J'^fv ^'■'"^"/^■'^ P'^"^ "l^ hyperten^on in the prl 
p uber al age. ^Ve are not sure about the significance of taking systolic 

We (Ion ^ even know whether it is necessary to reduce .salt intake 
m order to prevent hypertension. We know that it is necessary to 

saUnaMn.;? 'S^^"' T -^^""'^ -'"^^her cl^nging^o, ° 

.salt eatrnghabitswillreduce the incidence of this disease 

I here are, ,„any questions that remain unanswered on hvperten- 
Mom and the National Heart. Lung, and Blood L.stitute hZs^de el 
rl-i;irt?-:,S;^'' '"^ appropriations and the 3.year au- 

irealth the other day. and he outhned for me the program they have 

m mnn^"of b1 ^T"" /''^'-^i-'^ on.ito identification an?meas- 

iiiement of blood pre.s.sure in the major factories 

T l'«ve^not .seen this my.self, hut that is what he tells me. and I 

mve no rea.son to deny its veracity. 1 am not familiar with any s eh 

program in this country. If we are going to identify hyp Snsion 
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early, and treat it effoctivoly, \ve have to develop programs such as 
onsite measurements. We have to develop some methodolocn- with 
regard to Bine Cross and Blue Shield, which will permit employers 
to devi.se a conipensible method of "on-the-job identification pro- 
grams." ^ 

^ So there is a great deal to he done in hypertension, even though 
the death rate from high blood pressure has been reduced by 80 ner- 
cent. * 

I would like to now address myself to the question of sudden death. 
I don t think that it is really understood or appreciated, even in the 
medical community. Sudden cardiac death is the largest, most impor- 
tant public health problem in this country. 

We are all emotionally involved with cancer, as we should be. We 
are emotionally involved with cancer of the breast, which causes 
30,000 deaths every year. But, Mr. Chairman, there are approxi- 
mately 4;)0,000 people who die suddenly, just like that, in the United 
btates every year. 

We have an enormous problem in terms of identifying these peo- 
ple, and once. having identified them, developing techniques to pre- 
vent their sudden death. We have come some way with long-term 
monitoring, and picking up people at high risk. We can sometimes 
predict sudden cardiac death. But we have very few dnigs that we 
can give people that are well tolerated, and will predictably reduce 
tlie numbers of sudden deaths. 

I'^H'^x^TTT^T^T^? enormous problems of American medicine, to 
\v\\\Qh .\HLBi IS addressiu^r itself, and it must have the 3-year au- 
tharization, and the appropriation with which to do it. 

You may have read 2 weeks ago in the newspapers about the use 
of Ampurin, winch is antigas medicine. I have been flooded with 
telephone calls. There are some questions that have been raised about 
certain aspects of thif^ study. I don't think, on the basis of the in- 
formation that has been made available, that I can give an answer 
to my patient or to you, sin 

Certainly, ^this is a pressing question. If, indeed, i)3 percent of 
patients who had myocardial infarctions can be given a drug fewer 
may .die suddenly. These are burning issues that have to be 'solved, 
and cannot hot solved in terms of planning on a y^ar-tb-year basis 
with inappropriate funding. 

I am tempted to make the comparison of the President of the 
bnited States, or a Congressman, who has to run for election every 
second year. It is almost a similar analogy. You would be planning 
for your election, and not for the job that your constituents have 
elected you to do. 

Final'ly, with regard to the question of funding. Dr. Austw, Dr 
Oorday and Dr. Dreifus have made reference to the fact that this 
year only some 40 percent of the approved grants are going to be 
funded. If the administration's appropriation bill is accepted there 
wdl be only 19 percent funded. 

^ This has a great impact not only on the kind- of research inroads 
^^^"^^^ ^If g^^^g t« iJ^ake but the support of a research cadre as 
well Dn C orday said in his travels he found that America leads the 
world in the conquest of disease. Well, America's lead in tlie conquest 
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of (lisouKe depcncls on tlicso young scientists who iuive ideas tiiat are 
gocKl onougli to be approved by tlieir peers; tliey must be funded so 
tliaMliey can pursue tlieir research careers. 

What happens if the young are not given the funds to pursue tlieir 
Ideas; tliere will be less investigative medicine. They will <ro into the 
practice of medicine, which is not too bad, but I think that vou have 
to iiaye a cadre of ivsoarchers and teachers, and academicians If 
America IS to maintain her lead in world medicine, as Dr. Cordav 
described his findings, there has to bt> money ai>propriated 

1 am not going to t;ikc more of your time excer)t to .say that I 
have submitted re,,ue.sted fi{r„rcs. Talking numbers in committees 
like MS IS somewhat dry, but I lioj.e that you will think favorably 
and think humanlv about the reque.st of the NIILBI, both for your 
, own constituents, for the American people and. indeed, for humanity. 
\ I hank you, Mr. Chairman. ^ 

[Dr. Rosonfeld's prepared statement follows:'] 
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Mr.. Chairman and Members of the Committee: % 

I am Dr. Isadore Rosenfcld, Associate Clinical Professor of Medicine, 
Cornell University Medical College. I am also engaged in the private 
practice of cardiology in New York City. 

It Is a pleasure and a welcome opportunity to be able to appear 
before this Committee again as a citizen witness for the National Heart, 
Lung, and Blood Institute, to support a three year reauthorization. As 
a practicing'.cardiologist, the diseases mandated to this Institute are 
of deep concern to me on a daily basis. 

This year marks the thirtieth anniversary of the National Heart, Lung, 
and Blood Institute's existence as the Nation's focus for .-cisearch on 
cardiovascular disease, and the fifth year since its authority was enlarged 
by Congress to advance the national attack on heart, blood vessef, lung, 
and blood. diseases. 

• The enormity and significance of the responsibilities and the challenges 
placed before this Institute are readily appreciated when one considers the 
mortality, morbidity, and economic costs associated with these dreaded 
diseases. Heart disease has topped the list of the Nation's killers for 
several decades and remains so today in. spite of the steady decline in 
death rates since 1950. In 1975, for example, cardiovascular diseases 
were responsible for more than one million deaths; just over three times 
those caused by cancer. In terms of morbidity, the toll is great, for 
example, an estimated 35 million Americans have hypertension, a major 
risk factor for heart, disease and stroke. The economic costs of these 
diseases and the burdens are staggering. Diseases of the circulatory 
system alone cost the taxpayers of this country over 50 billion" dollars. 
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But, the. Institute has responded to this challertge and must continue 
to do so in an effective way. The Institute supports 20 large national 
program areas of which 10 are related to heart disease. These programs 
range from arteriosclerosis to circulatory assistance; major etiological 
processes to treatment. Because of the time constraints, i will limit 
my remarks to only a few examples on progress the Institute has made in 
hypertension and coronary heart disease. 

In the area of hypertension, the Institute has made giant inroads. 
Hypertension mortality is down 80 percent since 1948, stroke mortality 
is down some 35 percent in the last'thirty years, and the majority of 
this success has occurred in the last .five years.' The goals of the 
Institute, to reduce mortality in this disease, have been achieved, in 
large part, through the National , High Blood Pressure Education Program. 
Through this program's activity, patient visits for high blood pressure 
diagnosis have increased substantially; over 50 percent since 197T. The 
Institute has also initiated several innovative and new programs. A new 
demonstration program to determine: the effectiveness of statewide coordination 
of hypertension has been awarded to four states; a program to stimulate 
effective hypertension control in the work setting has been awarded; and 
a pilot* training program for Blue Cross staff to develop methodologies and 
advise for employers who wish to establish employee health care programs 
In hypertension control is now underway. While the Institute develops 
these awareness and control programs, it also continues to look Into 
the basic mechanisms responsible for the underlying causes of hypertension; 
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an area of biomedical research that is deserving of intnediate and urgent 
attention. if we will prevent or delay the progression of hypertension 

to its sequela of heart disease and s&dden death, I have been most 
fortunate io serve on the Institute's High Blood Pressure Task Force 
over the last two years. This group has been defining the numerous 
basic and clinical opportunities and needs in high blood pressure. 

Hr, Chairman, I am sorry to say that even though we can now treat 
hypertension effectively and prevent its sequela in over 90 percent 
of the cases, we still do not know its causes or the information 
essential for primary prevention. Such knowledge can only be realized 
through the acquisition of new knowledge through basic and clinical 
research. . 

My second area of interest is sudden death. As a"member of the NHLBI 
supported US-USSR Working Group on Sudden Cardiac Death, 1 am well aware 
of the progress made internationally , in this area. 

, It Is reassuring to report* that significant progress has been made 
in the understanding and treatment of coronary heart disease. The death 
rate has decreased some 18 percent since 1968. While the causes of this 
change are not well delineated, better techniques to recognize and manage 
the inhospital manifestations are important. Unfortunately, the majority 
of patients who die of myocardial infarction do so suddenly and about 
60 percent do not live long enough to be admitted to the hospital.. 

The NHLBI is presently in the beginning stages of a clinicdl trial 
to test the efficacy of the prophylactic use of a^ antiarrhythmic drug. 
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propranolol, to prevent the development of a fatal cardiac 'arrhythmia. 
The trial will involve some 4,200 patients who have had at least one 
heart attack and will require five years for patient recruitment, follow-up 
and analyslsr. This, however. Is only one spot on the continuum of research 
which Is ongoing and needed In this area. The clues that enable recognition 
of those patients at risk must be further defined. Many of the factors 
which convert chronic coronary heart disease Into an acute catastrophic 
event must be elucidated. Further improvements in the management of the 
disease must be stressed. I urge that this Committee provide authorization 
levels which will help the Institute In effectively pursuing its important • 
mandates. 

As you may be aware, the appropriations to the Institute In 
recent years have been minimized by a low authorization celling. It 
mijht be pointed out that only 40 percent of the approved research grant 
application requests wiVl be awarded this year and at the President's * 
Budget leve] for fiscal year 1979 the percentage will drop to a'mere 
19 percent. This compares to 45 percent in .1976 and 61 percent In 1975. 
Last. year, applications and approvals assigned to NHLBI escalated 
dramatically and the trend continues this year. It Is of utmost' importance 
that the renewal legislations provide authorization levels which will 

adequately enable the Institute to pursue an effective program. 

t, 

A short-term renewal does not allow for the Institute's efforts to 
develop to a state at which meaningful observations and evaluation can 
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take 'place. The stability of a three year authorization is necessary. 
The authorization levels I would like to recommend for this three year 
period are'' complementary to those which ar^ recommended by the National 
Heart, Lung, and Blotfd Advisory Council; which are: 

FY 1979 615.2 million - of which $50 million would be used for 

prevention and control. 
. • -fY 1980 747.2 million - of which $75 million would be used for 

prevention and control. 

FY 1931 854.3 million - of which $100 million would be used for 

prevention and control . 

.1 see these figures as opportunity levels, levels which will provide 
for the opportunity to explore new leads while continuing current programs. 

Mr. Chairman and distinguished members of this subcommittee, i wish 
to thank you again for letting me express n\y views^. on this extremely 
Important topic. As a praa-icing physician, I am reminded everday of the 
advances that have been achieved through research which has been generously 
^supported by this Committee and other members of Congress. We are now 
^making major progress as is demonstrated by the striking decline in 
cardiovascular disease morbidity and mortality. 

I i/TJge-the Committee to have the foresight to allow this excellent 
program toxontinue with adequate resources; to continue the job it has 
done^ so well over the past thirty y^>rs. 
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Mr, RoGKRs. Thank you verv much. Dr. Rosenfeld, for a very- 
helpful statement. ^ ' 

First of alK I think that the committee woulrl like to say that 
certainly all of you,Mmd the colleaghes that vou represent, and the 
American Heart Association asnvell, should take great pride in your 
•accomplishments in reducing the death rale from heart disease bv 
13 percent. It is an amazing figure. . ^ 

Yon should feel very pleased with what you have been doing, and 
what you have seen accomplished. The committee wants to publicly 
commend those who have been workins: in the heart field, in our 
institute, and in the research that has been done, and any applica- 
tion of our research effort, particularly in the field of hypertension 
where so much has been done. 

We commend all of you and are grateful for what you have done 
for this country. Also, I want to recognize Dawn Bryan, who is the 
chief of public policy and government affairs for the American 
Heart. Association, and the fine work she has done in relaying the 
concerns of the American Heart Association. Also, Mr. Mike Gor- 
man, who has worked hard, and certainlv has pointed out the'prob- 
lems of hypertension to this committee. 

We ^yant to express our thanks to you. We will certainly go over 
carefully the figures that you have raised, and give it our closest 
consideration. 

Dr. Carter? . - 

Mr. Caotkr. Thank you, :Mr. Chairman. 

I certainly concur with what you said. I think that great strides 
have been made, particularly since this legislation went into effect 

Dr. Rosenfeld, you have brought up the subject of sudden death 
i notice that you have requested $25 million extra to be included for 
that. What do you think is the cause of these sudden deaths. 
, .,P^' RosKXPELD. The evidence that we have is that electrical insta- 
bility of the heart manifesting itself as a sudden lethal arrhythmia is 
the commonest mechanism of sudden death. 

Xow, what the factors are that cause this electrical instability are 
not clear. There are many theories that range from the influence of 
nervous activity, which would then require beliavior modification, 
or neurological or pharmaloffical control, as one mechanism. There 
may be biomedical or metabolic factors within the heart. There may 
be factors that interfere with coronary blood flow. These are all areas 
that are being looked into. 

We can, for example, identify a certain number of individuals 
whom we can predict are candidates for sudden-, death. These are 
people who are at high risk by Tirtue of having had a heart attack 
some time m the past; or at high risk by virtue of having high 
blood pressure. 

I am on the U.S. team that visits the Soviet Union in the scien- 
tifac interchange between the two countries in the area of sudden 
death, and the Kussians have found, in their data, that patients with 
untreated high blood pressure have a greater incidence of sudden ^ 
death. 

All of these factors include abnormal blood fats,, and people who 
if you monitor them with some of the newer devices that permit 
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the rhythm to be analyzed over a 24-hour period, or a 36-hour pe- 
• w&^',Tvr, f ? "'i^'''" warnings, manifestations in the rhvthm, 
M sudden death suppress appropriately, may have an impact 

Mr CoRDAY. i might answer that, too. The answer to vour aues- 
tion, oO percent of those who die suddehly havfc an impaired cardio- 

Tnn±Vn?-p^^J- 7"' l'"?lished in a special issue of the .AmeSan 
Journal of Cardiologj-, which I edited May 26, 1977. 

Ihe psychic factors which cause sudden death arc bad news We 
both recoOTiize that there are metabolic factors too. We have deter- 
niinecl in dogs that when they have a coronary attack, just before 
they go into sudden death, a catastrophic disturbance in metabolism 
. occurs, and that probably induces it. "leiuuoiism 
Now our job is to try and see how we can affect this. How can 
SVC give the patient something ahead of time to prevent this from 
occurring. ' ^luui 

^^Mr. Afaguire brings up the question about jogging. Is it danger- 

PvJJ^^f "^^^ ^"''^ previous coronary attack should not jog 
S^ai^hfTba^klolS"^ ^'"^ ^" expert-present that II 

fhT^^ni ni'll ^o°n ^^'"^ progiam of Seattle fimded by 

the iNHLlil. Of the 8o0 people in the program who had had a pre- 
vious coronary attack, 15 of them dropped dead while jogging Fn a 
gymnasium ftowever, because there, was an attendant preset all 
15 were defibrilated back to life. ' 

There is another study reported in the Journal of the American 
Medical Association very recently about five cases of joggers whS 
dropped dead, and all were defibrilated back to life J tfe '"^ wno 
^1 ^^"^ -^^ I'^^^P'" the previous coronary 

fated " gj-ninasium where they can be defibri- 

^Mr. RooKRS. I think that any information along those lines would 
be very helpful, we would make it part of the ricord. We will Ssk 
the National Institute also to comment. This is what we have asS 
for in our, call for pub ic.information.more particularly to stress the 
effects of exercise, nutrition. . - ^ 

nnwfJ-^^M t^'^t.^y^ca" accumulate some realistic evidence for the 
public, m the public information i)roirram 

Mr. Maguite? « o • 

Mr. Maquikk. Thank you, 3Ir. Chairman. 

One quick question. Dr. Austen, you say on page 1 of your state- 

ZJ"^ J-lV^". "V"^"'" '"^'^'-^ '^^^^"'-^ t]ie dramatic reduction in 
lieart disease to long-range commitment to the funding of basic re- 
search by the Congress. It is very nice to hear that 

1 wonder, though, if you dould comment as to whether there is 
any way to sort out whether one proportion of the reduction might 
be as a result of better preventive strategics, either individuals bv 
themselves or their physrcians, or what percentage might be he rl 
S struck?" " '"'^ treatmTnt once somebody 

Dr AuSTEX, I don't think that I can answer your question i:om- 
pletely, but I would like to try. mat I woulj say^is th°s. The 
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things that wc havo boon talking about and the things that \\q have 
been .seeing really, in my view, would have to start somewhere. 

Yoii don't know about risk factors unless you have some knowl- 
edge. You have to sturt somewhere to get the knowledge. In a way, 
that is what I was referring to. You get fundamental knowledge so 
that you understand the i)roblem. Then you use that knowledge, it 
seems to me, in a continuum, hoth in terms of therapy, and in 
terms of education. 

That is how you end up Avith improvement in survival. I guess 
that I would only add, to continue to have the approval 5 years 
from now, so that we could be sitting here and not talking about 
the last 5 years being as good as the previous, 

We need to continue to have both things going on. In no way did 
I mean to indicate that I do not absolutely, 100 percent, support 
prevention. I guess, what I would say is that both of them have 
to go hand m glove, and they really do so quite naturally, I think. 

AEr. ^rAonitE. Thank you. 

Mn Rogers. Thank you so much. We are grateful to have had 
you here. 

There is a vote on the floor, and the subcommittee will stand in 
recess until 3 :30. 
[Brief recess.] 

Mr. KooEKS. The subcommittee will come to order, please. 

Wc have, another distinguished panel with us this afternoon. The 
subcommittee wishes to express its appreciation for your presence, 
and makmg the effort to be here, to help us with the benefit of your 
thinking. 

Thomas M. Fitzgerald, Cooley's Anemia Foundation; Dr. Wil- 
^^^^^^ American Society for Hemotoloffy-; and L. Jadwin 
AsvTeld, president of the American Blood Commission, 

We welcome each of you to the committee. Each of your state- 
• inents^ill be made part of the record in fulK and you may proceed 
as you desire. 

Mr. Caktek. We are indeed grateful to Dr. Beck for his text. I 
beli'eve you arc the hematology department at Harvard Medical 
School, and a m'ember of the American Society of Hematology. 

Dr. Beck. Yes. 

STATEMENTS OF L. JADWIN ASFEID,' PRESIDENT, AMERICAN BLOOP 
COMMISSION; WILLIAM S. BECK,. M.D., CHAIRMAN, PUBLIC 
INFORMATION COMMITTEE, AMERICAN. SOCIETY FOR HEMATOL- 
OGY; AND THOMAS HTZGERALD, MEMBER, BOARD OP DIREC- 
TORS, COOLEY^S ANEMIA AND RESEARCH FOUNDATION FOR 
CHILDREN, INC. 

Mr, AsFELD. Mr. Chairman, and Dr, Carter, it is certainly a pleas- 
ure to bo. here today. I do wish to call to your attention that the 
panelists who are with me officers of organizations that are also mem- 
bers of the American Blood Commission. 

I am L. Jadwin Asfeld, this year's president of- the American 
Blood Commission. The American Blood Commission welcomes this 
opportunity to express its strong support for the extention and in- 
crease of the authorization for the National Heart, Lung, and Blood 
Institute, as reflected in H.R. 10908 of the 05th Congress. [See p. 214.] 
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^ Public Law 94^278 passed in 1976, amended the Public Health 
bervice Act, specifically designating the National Heart, Blood, and 
Lung Institute as the focal point for studies and research in the 
science and management of the Nation's blood supply. 

Our support of the institute is based on the unique collaboration 
between the priv'ate and public sectors, which is also fostered by the 
•^National Heart, Lung, and Blood Institute. 

The American Blood Commission was established in response to 
the Nvide.spread conclusions that the problems of blood collection and 
distribution in the United State.s could best be solved by brinffinff 
together many actively involved elements of the private .sector, 
through an organization capable of coordinating the activities of 
blood .services m this ^^reat Nation of ours. 

In recognition of this problem, the Department of Health, Edu- 
cation, and VVelfare announced a national blood policy in 1973 In 
.summaiy, the basic aims of the policy were addressed to problems of 
safety, supply, quantity, and acce.ssibility, and efficiency of the blood 
.services of this country. 

The policy called for the establishment of the American Blood 
Loniini.ssion to coordinate the activities of the blood service facilities 
of this Nation, and to encourage and conduct research that would 
help to .solve the problems in this field. 

Among the expressed purposes of the National Blood Policy was 
the establishment of an all-volunteer blood donor sy.stem for the 
elimination of blood that was bought from paid donors 

The specialists have concluded that blood obtained from paid 
blood donors IS more likely to be infected with undetectible hepatitis 
than IS the blood from voluntary donors. After much discussion by 
interested parties, the American Blood Commission was founded and 
brought into existence in April of 1975. 

Among the purposes of the commission are coordination of exist- 
ing programs, and the development of new programs to improve 
blood .services. A complete .statement of its purposes can be found in 
the prepared statement. 

The American Blood Commi.ssion is now in its third year as a 
recognized national agency for i)lanning and coordinating *^the blood 
service .system of this country. The 42 national organizations that 
compri.se the commission are committed to full development of a 
total voluntary blood supply. 

A li.st of the members of the commission appears as attachment 1 
to the prepared statement. We are a private .sector organization, 
working in a productive and, we believe, unique partnership with 
government and governmental agencie.s, such as the National Heart, 
Lung and Blood Institute. 

To achieve the goals of the national blood policy, and to carry out 
the purposes of the American Blood Commission's task forces, ex-* 
pert individuals of all .segments of our society have been included, 
including physicians, blood hanking technologists, transfusion spe- 
cialists, and trained nurses. 

In addition to blood service professionals, the.se task forces in- 
clude individual proficient in other health related professions and 
disciplines. The specific projects of the commission are de.scribed in 
more detail in ouu prepared statement. 



213 



Just to cito a few examples, the Commission with the financial, 
assistance of the .institute, has developed a uniform blood labeling 
system to replace the proliferation of hundreds of different practices 
that now exist, and has presented its recommendations to the Food 
and Drug Administration. 

The American Blood Commission is also developing a national 
blood data center that will, for the first time in the history of this 
country, provide an accurate data base for planning, managing and 
evaluating blood services. 

Because of the importance of cost effectiveness, the American 
Blood Commission is aggressively developing a system of coordinat- 
ing blood services and resources on a regiona' basis tliroughout this 
country. 

The Anierican Blood Commission also undi'rtakes other research 
information and educational programs, These various programs have 
been supported by grants from several private foundations, and by 
six contracts ^yith the National Heart, Lung and Blood Institute. 

Representatives of conflicting viewpoints over the philosophy and 
technique of blood donoi-s are represented in the membership of the 
American Blood Comnii.ssion. It has been one of the principal func- 
tions and purpo.ses of the American .Blood Commission to find the 
means of reconciling these different positions. 

Established in 1975. the American Blood Commission is a non- 
profit organization incorporated under the laws of the District of • 
Colrimbia, To strengthen the commission, a Federal charter is now 
being sought because it would reflect an endorsement of its purposes 
by the Conpre.ss of the United States. 

We are implementing the goals of the National Blood Policy by 
improving and coordinating blood collecting .systems in order to as- 
sure a safe and adequate supply of voluntary donated blood for the 
-sal ion. 

The commission's eft'ectiveness is ba.sed on the continued- develop- 
ment of a consensus, and its increased influence in policy formulation 
and program development. These activities are undertaken by a 
broadly oa.sed membership, representative of donors, patients, and 
health (rare professionals. Strengthening the American Blood Com- 
mission is the best assurance that its goals will be achieved, and that 
the clitrerencos in the blood banking community will ultimately be 
reconciled in a logical way that will best serve the national resource. 

Thank you, Mr. Chairman. 

[Testimony i*esuines on p. 224.] 

[Mr. Asfeld's prepared statement and attachment follow:] 
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American Blood Commission March i, 1978 

1901 North Ft. Myer Drive. Suite 300 
Arlington, Va. 22209 
(703)522-8414 

STATEMENT ON BEHALF OF 
THE AI'ffiRICAN BLOOD COMMISSION 
ON H. R. 10908 



X am L. Jadwin Asfeld, this year's President of the 
American Blood Connnission. 

The American Blood Commission welcomes this oppor- 
tunity to express its strong support for the extension 
and increase of the authorization for tl\e National 
•.Heart, Lung and Blood Institute, as reflected in h.r! 
10908 of the 95th Congress, 

When the President signed Pulalic Law 94-278, in 1976, 
amending the Public Health Service Act, which extended 
the authority of the National Heart, Blood Vessel, 
Lung and Blood Act of 1972 for two fiscal years there 
were two basic substantive changes that affected blood 
resources. The^ principal change involved a series of 
amendments designed to provide increased emphasis on 
programs in blood research and in the management of our 
blood resource. The 1976 Act legislated. a change in 
the name of the National Heart and Lung Institute to 
the "National Heart, Lung and Blood Institute" and 
made a comparable change in the name of the Institute's 
Advisory Coujicil. Thus, this legislation specifically 
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desigitated the National Heart, Lung and Blood Institute 
as the focal point for studies and research into the 
science and management of the Nation's blood resource. 

Some of the American Blood Commission's activities 
fall outside the scope of fundamental biomedical 
research; they are more appropriately defined vithin the 
development of the nation's blood resources. Still, 
we heartily endorse the continuation of the NHLBI, 
Our support of the Institute is based on the unique 
collaboration between the private and public sectors 
which is fostered by the National Heart, Lung, and 
Blood Institute, 

The American Blood Commission was established in 
response to a widespread conclusion that the problems 
of blood collection and distribution in the United 
States could best be solved by bringing together many 
actively involved elements of the private sector 
through an organization capable of coordinating the 
activities of "the pluralistic system of blood services 
in the the nation.** A list of members is- attached. 

The generally recognized problems in^ the collection 
and distribution of blood for health care were: 
Dangerous shortages of supplies of blood have appeared 
in various parts cf the countiry from time to time. 
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Despite recurring regional shortages of blood, 
excessive quantities of blood have been wasted by 
expiration of their useful life on the shelves of 
blood'service facilities in places where the demand 
for particular types of blood did not meet the supply. 
Lives of patients have been jeopardized when blood of 
an improper type or blood from a donor infected with 
certain diseases is transfused. Zn particular, because 
of the practical impossibility at the present time 
of identifying blood infected with certain types of 
hepatitis, it is essential to avoid, by all reasonable 
means, the collection of blood from persons infected 
with that disease. 

The system of charging for blood transfusions has 
varied greatly throughout the nation, causing some 
patients to pay far more than others. 

Some doctors ir^y be using whole blood for transfusions 
under circumstances when fractionation into components 
of blood would be a .more appropriate method of transfusion 
therapy and more satisfactory in the'^^nagement of 
the blood resources of the nation 
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In recc;^iition of these problems the Department of 
Health, Education and Welfare, announced the National 
Blood Policy in July 197 3. In summary, the basic aims 
of the Policy were addressed to problems of safety, 
supply^ qu2uitity, accessibility / and efficiency in 
the blood services of the coun-tr^'. The policy called 
for the establishment of the Americaui Blood Commission 
to coordinate the activities of the blood service 
facilities of the nation and to encourage" and conduct 
research that would help to solve the problems in 
the field. Among the expressed purposes of the National 
Blood Policy, was the establishment of an all voluntary 
blood donor system through the elimination of blood 
obtained from paid donors. Many specialists have 
concluded that paid donors are more likely to be 
infected with undetectable hepatitis than is blood 
from voluntary donors. 

In response to a proposal of the Department of Health, 
Education and Welfare, a group of organizations in the 
private sector, concerned with blood supplies from 
various points of view, organized an Ad Hoc Committee 
to establish' the Americaji Blood Commission. The Ad 
Hoc Committee met many times in 1974 and 1975, and in 
April, 197 5, the American Blood Commission formally 
was brought into existence by those organizations. 
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The purposes of the AmericaA Blood Commission are 
stated clearly in Article I of its bylaws ,to include: 

o developing a quality national blood program accessible 

o developing increased public understanding of the role 
of and necessity for blood; 

° m^h"^"! arrangements for the interchange of 
blood and the management of inventories and 
recommending improvements; 

■ " stln^rd^' development of improved technical 
standards and regulations; 

o encouraging the collaboration of agencies of 

government and the private sector in accrediting 
and inspecting blood service facilities; 

o promoting the improvement of the competence 

of personnel engaged in providing blood services; 

o developing a national system 2or the collection 
and analysis of data; 

o studying existing techniques and . accounting 
practices ; ^ 

o stimulating research into donor recruitment; 

o developing a resource center to serve all 
who seek understanding of blood banking and 
blood services and to function as a channel 
ot information between the private sector 
and government. 

To achieve the goals of the National Blood Policy and 

to carry out the purposes of the American Blood Commission, 

Task Forces of experienced individuals from all segments of 

our soqiety have been created, including physicians, 

blood banking technologists, transfusion specialists and 

trained nurses. m addition to these blood service 

professionals the Task Forces include-individuals 

proficient in other health related professions and disciplines. 
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Task Force recommendations are presented to the Board 
of Directors and' to the members of the Commission for 
their review and consideration. 

The following is a list of the specific projects and 
studies undertaken since the inception of the Commission: 

Yhe Task Force on Regional Association of Blood Service an its 

ieyeiop€<a guidelines and criteria to assist in the region- 
alization of local programs of blood services in order to im- 
prove the effectiveness of blood services in geographically 
integrated areas. Regional resource-sharing. will improve 
inventory control, guarantee that the need^ of all patients 
are being mat^ and-lend greater cost-efficiency to the pro- 
vision of services.. 

The Task Force on a National Blood Data Center has found that 
. acctirace and reliable data on the operation of the nation's 
blood service system have never been systematically compiled. 
The Task Force is now developing a national user-oriented 
Data Center that will provide comprehensive data and analysis 
and evaluation services... 

The committer on Utiiization of Blood and Blood Components 
wx 11 support scientific and educational programs among"tiaching 
institutions and the medical professions with .the goal of effi- 
cient utilization and- conserving the total blood supply, and • 
or the greater safety of patients receiving transfusions.. 

The Task Fcr^ce on Donor Recruitment , sponsored by the ABC, 
has completed research on blood procurement practices which" 
has yielded comparative information about donor recruitment' 
strategies and costs. 

The ConanitHee on Commonality in Blood Banking Automation 
within the American Blood Cornnission has' designed a uniform 
blood bag labeling system which will replace the prolifera- 
tion of labeling practices now in use. When introduced for 
general application, the unifom labels, which contain "bar 
codes" and are readable both by eye and machine, are expected 
to eliminate costly, confusing, and potentially tragic errors 
in ^.abeling blood and recording testing results. They will 
also facilitate gradual introduction of automated systems 
according to local needs. 
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In addition to its Task Forces and Committees, the 
ABC undertakes other research, informational and 
educational programs. These programs have been supported 
by grants from several private foundations and by six 
contxacts with the National Heart, Lung, and Blood 
Institute. 

The governing body of the American Blood Commission 
is a Board of Directors consisting of representatives 
of 28 member organizations. The Board has met quarterly 
since the American Blood Commission was established 
and its members have actively participated in both 
Board and Committee meetings. The two largest organiza- 
tions concerned with blood provision, the American 
Association of Blqod Banks and the American National 
Red Cross, each have two members serving on the Board 
The 28 other organizations are allotted one vote each. 
The thirty-first member of the Board serves in an "at- 
large" capacity; this position is currently occupied 
by the Commission President. 

An Executive Committee serves in an advisory capacity 
to the 3oard and aids in facilitating the progress of 
the American Blood Commission. 

For many years the people engaged in blood banking have 
been divided by serious differences over the philosophy 
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and technique of donor recruitment. One 'such issue 
has b«en whether payment of cash to blood donors 
.should be continued. Those opposed to such payments 
have maintained that it is both unethical to deal 
in human tissues on a commerical basis and that cash 
payment encourages donation by unhealthy persons' which 
in torn entails added risks of injury by contaminated 
blood. On the other side has been tJis argument that 
- the increased risk is slight and is fully justified 
because it is a good way to assure adequate supplies of 
blood and blood tomponents. 

A second issue is between those who believe that the 
, donation of- blood is a "community responsibility." 
This philosophy calls for all healthy citizens to 
contribute to a blood supply that must be ma^intained 
for tJiose in need. On the other hand many believe 
that the maintenance of blood supplies is an "individual 
responsibility" that calls ^or every person who receives 
blood to accept responsibility to "replace" those ' 
units through donations by the user or by the patient's 
relatives or friends, or to pay a non-replacement fee 
in lieu of replacement. 

Representatives of these viewpoints are represented i.T 
the membership of , the American Blood Commission, it 
has been one of the principal purposes and functions of 
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the ABC to find a means of reconciling these differing 
positions. 

The American Blood Commission was established" in 1975 
a^" a non-profit organization under the laws of the 
District of Columbia, In order to strengthen the 
Commission, a Federal charter is now being sought, 
because it would reflect an endorsement of its purposes 
by the Congress of the United States, 

The American Blood Commission is achieving the goals 
of the National Blood Policy by improving and coordinating 
blood collection systems in order to assure a safe, 
adequate supply of voluntarily donated blood for the nation 
The Commission's effectiveness is based on the continued 
development of a consensus and its increasing influence, 
in policy formulation and ptogram development* These 
are undertaken by a broadly based membership representative 
of donors, patients and health care professionals. 
Strengthening the American Blood Commission is the 
best assurance that its goals will be achieved,, ahd 
that the 'differences in the blood banking community will 
ultimately be reconciled in a logical way that will best 
serve the national interest. 
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Attachment 

American Blood ConHissiON 

■"-Ammicah Assocut;cn of Blood Banics 

American Association of Clinical Histocompajibility Testing 

American Association op Tissue BanikS 

American Association of Trauma Specialists 

American Cancer Society 

American College of-E«ergency Physicians 

American College of Physic iahs 

American College of Surgeons , C 

. American Federation of Ubor - Congress of Industrial Organizations (AFL-CIO) 
American Heart Association 
American f!ospiTAL Association 

American Legion . ^ 

American Medical Association 



American Hational"^ Cross y 

American Nurses^ Association 

American Osteopathic Association 

American Osteopathic College of Pathologists, Inc. 

American Society: for Medical Technology 

American Society of Anesthesiologists 

American Society of Clinical Pathologists 

American Society of HE^uTOLOGY 

American Surgical Association 

AssocATioN OF American Cancer Institutes 

Blue Cross Association 

Catholic Hospital Association 

College of American Patholgi'sts 

Communications Workers of America 

Cooley's Foundation 

Council of ComjNiTY Blood Centcrs 

^'*J"Xi5ii?f(ijAif ' .^TON:aiL£ AND AGRICULTURAL WORKERS 

Leukemia Society of America 
National Association of fUNUFAcrj.iERs 

National Association of Patients on Hemoducysis and Transpu^ntation, Inc. 
National Association for Sickle Cell Disease, Inc. 
National Hemophilia Foundation 
National Kidney Foundation 
' National ftaiCAL Assoc rirt ion 
'^JetTSed^^IrsoSs^^^""' Association - American Association of 
Pharmaceutical IUnofacturers Association 
Society for CrtYoaiOLOGY 
United Way of America 
Veterans Administration 
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* Mr. Rogers. Thank you very much for ^'our stateinent. 

We have a vote ofi/the floor. We apologize to the witnesses, but if 
you will bear with, us, we will try to vote and come back immedi- 
ately. \ . * 

The subcommittee wi" stand in recess for 10 minutes. 

[Brief recess.] I 

Mr. RooERS. Thii subcommittee will come to order. 

We will continue with our hearing. 

Dr. Beck, you may proceed in any way you like. 

statemem: of william s. beck, m.d. 

Dr. JBeck. Chairjnan Rogers and members of the subcommittee: 
Thank you for allowing me to testify before you on behalf of the 
American Society of Hematology in connection with the 'renewal of 
the National Heart, Lung, ana Blood Act. For hematologists and, 
indeed, for the Nation, this is an important occasion. 

I am Dw William S. Beck. I am director of hematology research 
at the Massachusetts General Hospital, in Boston, and a professor at 
Harvard Medical School. T am also chairman of the Public Infor- 
mation Committee of the American Society of Hematology, whicli is 
the hematolt)gy community's instrument for informing the public 
and its representatives in government of the needs and high promise 
of our particular branch of biomedicine. 

I had planned to tell you a little bit about what hematology is, but 
I think that we all know very well that it has to do with blood and 
blood diseases. This includes the various disorders of bleeding and 
clotting, such as thrombosi.s and hemophilia; genetic diseases such 
as sickle cell anemia, and thalassemia, and so on, and also , blood" 
transfusions. 

I know that the time is short, and I will make my points just as 
briefl.y as I can [see p. 226]. 

First, I want, to acknowledge and tell you how pleased we are 
about the decision of the subcommittee and the Congress to add to 
the name of a great institute the word "blood.'' This is a very hapny 
event for those of us in this field. 

Hematology does reach back into antiquity, and yet it stands to- 
day at the cutting edge of basic biolo;rical science, it is a field with 
more' than its share of Nobel Prize winners, and its findings impinge 
on all of the biological sciences — molm;ular biology, genetics, immu- 
nology, and biochemistry — and they reach as well into every comer 
of clinicaT medicine and surgery. We are proud of our field, and of 
the institute's new name. 

Second. 7 \vish, on behalf of the Nation's hematologists, to thank 
you, Mr. Chairman, for your foresiglit in proposing the 3-year re- 
newal of this legislation. This provides the degro*} of '"^'rbility that 
all of us feel is essential for wise and effective luilization of our re- 
sources and 1 r the intelligent exploitation of our creative impulses.' 
I cannot say "Mough in praise of your thinking jn this matter. 

Third, 1 should like to mention in a few sentences some of the re- 
cent achir' '^nts of hematology and some of its future opportuni- 
ties, i ha , ^ gojic into this at some length in my statement. 

T just Wiint to say that I think the field is bursting with new de- 
vcin])ments, each one of which poses some important challenges to 
t;,ft J^uture. Maybe I could mention just one as an example. 
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A new methociology of transfusing white blood cells is a very im- 
portant development that adds some new dimension to the treatment 
of leukemia, cancer and overwhelming infection. But great unsolved 
problems arise about possible unknown effects on thote who donate 

SlVn-"- '''%Px*?r?T'l^'? '''"^'^ Ieukophere.!.s. T know that the 
Blood Division of NHLBI urgently wants ro investigate these 
questions and develop procedural guidelines. 

I can go down the list, and tell you about new things, such as 
clotting and thrombosis, hemophilia, work on anticoagulants, fickle 
cell anemia, von AVillebrand's disease— which is like hemophilia, but 
which IS not hemophelia-and so on. At last we are turning the field- 
of blood transfusion into a science. Finally, the exciting new worl< 
with blood substitutes should be mentioned 

Mapy things arc happening, and I want you to know about them, 
and to share a little of the excitement we feel as we move ahead 

\Vc have received a high appropriation this year, but nevertheless 
because of the increa.sed ni.inber of grants submitted, we were onlv 
able to fund 45 percent of approved grants, and this is to be com'- 
pared with the more traditional level of 60 percent 

rhiis, the pool of noncoinmitted funds has shrunk. The director is 
fF.^.Z l'^^ T"'; about million le.ss this year in uncommitted 
funds than he had in the last 2 years. We hope that we can do better 
in the next .5 years. 

VL"^ r^f^'^^T^mendmg for the next 3 years totals of $600, $690. 
and $(95 or. respectively. Of these sums, $35, $40, and $45 mil- 
gramT ' ' ■ '""^'^"'^ excellent prevention and control pro- 

We are, also concerned that research training programs be ade- 
r. ^^'^diffieult to make specific ?ecommen^lations in 

-n'l ^""^"^'-y 'n fiscal year 1979, at least $25 mil- 

lion will bo available to the institute for its training programs 
. In summary we wish to praise the subcommittee for its foresight 
in prodding the stability of a 3-year bill. But we urgently appf a 

/hp .nl^/f n °" "PPO'-tViJty levels that would allow us' to make 
the most of this welcome period of stability 

,lir2nv^?r'""-i' ^^"P'^^si.'^e the importance of allowing the institute 
director to explore new initiatives and promising new programs as 
well as prov.de continuing funding for present programs. ^ 

Especially 1.S this true in the hlood field which Is bursting with 
new and exciting opportunities and iircspects. In view of currfn n 

5 yearrV'^^^^rr 'f' -H'"' ^i^-ycai^bil Ifixes authoiizitions for 
3 > ears We would not_yvisl^to 1,? tiapi)ed in an unrealistic or in- 
adequate set of projeeclons. ieaubLn or m 

rWop"*;/ '"'""''^ ^"''IPli-'i^'t you. Mr. Chairman, and Dr. 

Carter, for your ongoing dedication to the field of biomedical re- 

Snd^-Iuln/rid/ii.'"-^-^ '""''-''^ 
AVc who do this wor-k are deeply encouraged by the feelinc we 

o X-;^;"" ^T' "'V^ 'Y. ^^-i^h ...s o!i the im 0 fance 

to our Nation of a sound and balanced ifsear'ch effort 
I hank you. 

[Testimony resuinc^oii p. 234. ] 

[Dr.. Beck's prepared statement and attadimont follow:] 
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TESTIMONY 
OF 

WnXIAM S. BECK» M.D. 
CHAIRMAN, PUBLIC INFORMATION COMMITTEE, 
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Definition of hematolo<^ y 

Hematology, the science of blood. Is concerned with research on bJopd and blood 
diseases and with care of patients with various blood diseases-among them, 
bleeding disorders such as hemophilia;/ clotting and Its disorders, especially 
thrombosis; genetic diseases such as sickle cell anemia and thalassemia (CooUy's 
anemia); nutritional anemias, and leukemlas. It is also concerned with the 
theory and practice of blood transfusion and with the procurement and handling 
of blood and blood products. 



Hematology support at NHLBl in FY 78 
Total NHLBI authorization 
Total NHLBI appropriation 

Amount allocated to Division of 81ood Diseases a Resou 
RecoffT^ended authorization levels for next three years 



In mlTllons 
456.3 
445.6 
61.5 



Year 



FY 79 
FY 80 
FY 81 



^Authorization levels 
for prevention and 
control progranc 
[Section A | 4(bJJL- 



35.0 
40.0 

45.0 



Authorization 1 evel s 

for re .'earch and 
"other purposes of Act" 
[Section 419B1 



in mi 1 lions 

565.0 

650.0 

750.0 



Authorization levels 
(total) 



600. D 
690.0 
795.0 



Dr. William S. Beck 

Chairman, public Information ronmittee, 
American Society of Hematology 

Mailing address: 

Massachusetts General Hospital 
Boston, Kissachusetts 02114 
Phone: 617/726-3760 
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Chalnoan Rogers and Members of the Subcommittee: 

Thank you for allowing me to testify before you on behalf of the American 
Society of Hematology In connection with the renewal of the National Heart, Lungy 
and Blood Act. For hematologlsts and for th^ nation this Is an Important occasion, 

I am Dr. Wllllan S. Beck. I am director of hematology research at the/ 
Massachusetts General Hospital In Boston and a professor at Harvard Medical 
School. I am also chairman of the Public Information Conaalttee of the American. 
Society of Hematology, which Is the hematology coareunlty»s inatrumenC for In- 
forming the public and Its representatlvea In government of the needs and high 
promise of our particular branch of blonedlclne. The S<2«iety fbr which I speak 
Is the national organization of hematologlsts. Hematologlsts, of course, are 
concerned with blood— with research on the scientific problems of blood and 
blood diseases and with the care wlrh patients with blood diseases. These In- 
clude the various disorders of bleeding and clotting, such as thrombosis and 
hemophilia (a diverse collection of coimnoa and rare afflictions); genetic dis- 
eases, such as sickle cell anemia and thalassemia (or Cooley's anemia); the 
nutritional anemias, leukemlas. and so on. Significantly, many forms of anemia 
are secondary to primary diseases elsewhere In the body— cancer, uremia, etc. 
Some of these conditions result In heavy demands for transfusions of blood and 
blood products.- We are also Interested In Lhls whole area. 

* * « 

1 am aware that time Is short. Let me then recite my few points in suamary 
fashion. There are four. 

1. First. I want to say how pleased and proud American hematologlsts are 
at the decision of this Subcommittee and the Congress to add "Blood" to the name 
of a great Institute. This was a happy cvsnt for those of us who work at heaa- 
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tology. a branch of medicine and biological science which we would like to feel 
has unusual distinction. Though It reaches* back Into antiquity, heinatology 
stands today at the cutting edge of basic biological science. It is a field 
with more than its share of Nobel £»rlze winners and its findings Impinge on all 
of the biological sciences— raolecular biology, genetics. Umnunology, and bio- 
chemistry—and they reach as well into every comer of clinlcai medicine and 
surgery. We are proud of our field and of the Institute's new name. 

* * 

2. Second. I wish on behalf of the nation's hematologlsts to thank you and 
to congratulate you. Mr. Chainaan. on your wisdom and foresight in proposing 
that the renewal legislation for this Institute be in die form of a three year 
bill. This provides a degree of stability that all of us feel Is absolutely 
essential for the wise and effective utilization of our resources and for the 
Intelligent exploitation of our creative impulses. I cannot say enough in 
praise of your thinking in this matter. 

3. Third. I should like to mention in a few sentences what cannot be 
adequately compressed into a few sentences— some of the recent achievements in 
the field of hematology and some of the opportunities and challenges that face 
us in the future. I wish I could communicate to you the feelings I have of 
excitement and gratification about what is going on in this field today, much of 
It under the stimulus and support of the National Heart, Lung and Blood Insti- 
tute. I have recently returned from the San Diego meeting of the American Society 
of Hematology, where I listened for severa.1 days to suamarles of new work. The 
field is burstlog with developments and each development poses new challenges. 1 
can mention only a few. but each la a vital element of the fffiLBI program. 
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New nethoda of tr«nafu«iag white ceXXa (granulocytee) . «n extraordi- 
nary developtaent that adds an Inportant new dlsenslon to the treatment 
of Xeukeala, cancer * and overwhelalng infection. But great unsolved 
probleas arise about possible unknown effects on those who donate 
white cells by the procedure called leukophereals. The Blood Division 
of NHLBI urgently pUos to investigate these questions and develop 
procedural guidelines. . . 

New developments in che field of clottint^ and thromboaig . the« 
new findinga on the cheaiatry of the blood platelet, which undoubtedly 
give it a role, in the generation of the dreaded and unwanted clot we 
call .throBboais. Significantly - thea« data su'^aat new ways of inter- 
fering with this proceas and we want to work then out. NHLBI bopea 
aoon to iaolate and characterize factor VIII, the clotting factor 
miaalng in he«jphllia, and develop better concentrates of factora VIII 
and IX. In this way we are taming the dread disease hjenophilta . As 
for thrombosis, efforts are planned to improve our ability to detect 
the earlier stages of thrombosis, to detect individuals of risk, and 
to evaluate newer prophylactic and therapeutic agents such as the anti- 
platelet druga Judt mentioned. 

New basic discoveries about the way anticoagulants act, especUUy the 
anticoagulant known aa heparin . Theae give future pv KUae of entirely 
ntw insigh'ts into the reasons why blood does not non^Uy clot within 
the body. This work promises to become a major breakthrough. 
New work on the hormone e vthropoletin . which is the body's mesaanger 
for calling forth new red cell production. The Institute hopes to 
study purified erythropoietin to hasten the day when it can serve as 
A therapeutic agent for anemia. 
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Exciting data on the nature of .sickl e cell anemia arid the molecular 
baals of siclcling and especially of new agents and factors that mlRht 
inhibit siclUing within the red cell and within the patient. These 
give promise of future progress in the treatment of sickle cell dis- 
ease. It is planned also to improve the diagnosis of sickle cell trait 
and better sickle cell counselling programs ca the psychosocial aspects 
of this condition. 

f. New insights into that bizarre condition called vop Willebrand*a dis- 
ease , which Is like hemophilia but is not hemophilia. Study of von 
Willebrand*s disease (such as one planned on occlusive disease in this 
condition) promises to open new horizons In the understanding of blood 
clotting. 

g. Important new techniques for the management of blood transfusion 
that promise (1) to revolutionize present methodology, which is un- 
necessarily costly and complex, and (2) to turn the field of blood 
transfusion at last into a science. The Institute plaas in future to 
develop blood substitutes to relieve the stress on national blood re- 
sources and to avoid many of the undesirable side effects of blood 
transfusions. It also hop«s tb improve the methodology for collection 
and transfusion of platelets. 

h. Finally, we heard about those fascinating vitamins, folic acid and 
vltaal n 3| a that are necessary for the production of red blood cells 
and are such a source of pride to Sostonlans, since much of the work 
that led to chelr discovery was done In Boston. 

All of these new dlsccverles have crowded In on me In recent days as I 
prepare to teach a spring hematology course to my Harvard medical students. I 
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know of no field that places such extraordinary demands on the profeasor or 
textbook writer who seeks .to keep his story up to date. New things are happening 
that are promising and Important. I simply want you to know abcut them and to 
share with me a Utde of the feeling of excitement we all have as we look to 
the future. 

* * 

4. My fourth and final point has to do with projected authorization levels. 

My colleagues in the field of hematology realize that authorization levels 
are opportunity levels. We are deeply concerned at the sharp decrease in the 
number of dollars available to the Institute director for new conmitaaents this 
year. Although NULBI received an Increase in its appropriation last year It was 
able because of the Increase in the number of grants submitted and approved to 
pay only 45Z of them. This Is to be compared with a traditional average percen- 
tage between 1970 and 1976 of 60Z. Moreover, the Institute's present commitments 
total about $418 alUlon. With an ^roprlatlon this year of chls leaves 

only about $36 million in non-conaltted funds under circumstances that would 
require $90 million to restore the funding level even to 50Z and to take care of 
Important new Initiatives. They are therefore about $54 million short and are 
operating at a level of non-committed funds that is about $45 million below the 
level that prevailed In the last two years. We oust do better than that and we 
are recommending totals fj, rh<- three years of $600, 690. and 795 million, 
respectively. Of these 8uu3. $35, 40. and 45 would go to the Institute's excel- 
lent prevention and control programs.' We are also concerned that research train- 
ing programs be adequately Cuiided. It Is difficult to make specific recommenda- 
tions In this area. I &:ncere3y hope that in FT 79 at least $25.0 million will 
be availabl-e to HiTLZT. for Its r*-inlng programs. 
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These cocals. ve feel, should provide needed opporcunlclea and should be 
aore compaclble wlch the scace of che economy and the Increasing ceopo of re- 
search In chls critically Inporcanc field. 

* * * 

In aumary, ve w*sh co praise che Subcotnmiccee for Ics forcslghc in pro- 
viding Che scabillcy of a chree-year bill buc we urgently appeal for auchorlza- 
clon or oppoircunlcy levels chac would allow us co nake che mosc of chls welcome 
period of sr.abllicy. We especially emphasize che l«porcance of allowing che 
Inscicuce dlreccor co explore new Inlclaclves and promising new programs as well 
as provide conclnulng funding for presenc programs. Especially Is chls cnie In 
che blood field which is bursclng wlch new and exckclng* opporcunlr.lea and pros- 
peccs. In view of currenc mflaclonary crends, we uoce che fact chac a chree 
year bill Is fi^ied for chree y«„rs. We would noc wish Co be crapped m an un- 
reallsclc or Inadequace sec of projecclons. 

Finally. I «,uJd like Co conpllaenc you, Mr. Chairman, and che Subcommittee 
for your ongoing dedication co che field of biomedical research, boch In Ics 
basic and applied forms and for your leadership and underacandlng. We who do 
this work are deeply encouraged by the feeling we have that you hear us and that 
you agree with us on the importance to our nation of a sound and balanced re- 
search effort. 



241 



\ 



234 

Mi\ RooKi?s. Thank yon very nuicli. Di\ Bock for an excellent 
statement. We wonld also like' to note that Joh\ Grapenhoff has 
heen most helpful to the coniniittee in getting infoiViation for ns. 

Xext. T believe, is Mr, Fitzgerald. 

STATEMENT OF THOMAS M. FITZGERALiJn 

Mr, FmovMAUD. Thank yon. Mr. Chairman, and Dr. cVt<*i'. 

T am here today on behalf of the Coolev's Anemia FomVdation. I 
am a member of the board of directors, aiid on behalf of the^ounda- 
tion. T want to thank you for permitting ns to come and testiV liei'c 
today, about onr interest in the Heart. Lung, and Blood Institute. 

Our recommendations regarding renewal a re^ verv specific.\aml 
they are two/ * • \ 

First: We believe that funding for this program, at least for'the 
first year, should be at least $600 million. We concur with Dr. Beck's 
recommendation for the field of hematology., and this field wou'ld be 
inclusive of the training programs. 

We are convinced by the stndv of the situation that these funds 
are required. Since the addition of the word "blood" to the title of 
the Institute, there has been considerable movemen.t forward in that 
held, but the opi)ortnnities for advances in research have not been 
snp])orted by increases in fimding. 

Second : we believe that the bill should renew the life of the Insti- 
tute and Its ])rograms for a j)eriod of ;) years. We concur with your 
reronunendation that this be done. 

The physicians on our own medical advisory committee know the 
seriousness of the problem that would be created witii only a l-year 
renewal. Simply put. neither the Institute nor the researchers in the 
blood field woidd be able to {)lan adeqiuitelv on a l-venr renewal. 

tj/^^^i^^ t" ^'""^^'" ^^^^^ ^"'^-^ ^^^^ Heart, Limg. and 

Blood Institute revu^wing every aspect of research and care for 
(^ooley s anemia. Preliminary re{)orts are now being developed, but 
we do know that there will bo a gi-eat need for research funds as well 
as a program of stable, long-term {)l8nning in order for the oppor- 
tunity for research advances to be pursiiod. 

We would like to take a few moments to i)r(»vi(le this committee 
with some background information about the disease known as 
C ooley s anemia. 

Cooloy's anemia is the name used to describe a very severe form of 
a lioroditary blood disease. This disorder occurs most commonly .in 
individuals whoso ancestors are natives of the countries surrounding' 
the Mediterranean Sea. This disease is also called Mediterranean 
anemia, or thalassemia. 

Thalassemia major, the more sever form of the disease, occurs in 
children born to parents who both carry the trait. Because individ- 
uals with the trait, or the minor form of the disease, are not in any 
signihcant way handicapped physically, it is of great importance to 
distinguish between thalassemia major and thalassemia minor. 

mdividnals who have thalassemia minor have a normal lifespan 
and enjoy normal health. AVhereas, the individuals with thalassemia 



242 



235 

niajnr .=m;ciiinl) to the disrase. Tlinlnsscinia iniunr. tlic trait never 
iiu-roa^e.s m seventy or cniiverts to the severe form of the (li«ea«e 

I hahissemia major usually becomes manifest duriiifr the fir'^t vear 
of life, ami both sexes are equally atfected. There are several mani- 
festations of the anemia. For example, there is a reduction in the 
rate at winch red blood cells are formed in the marrow of the bone 
and released into the blood stream. Those cells that are produced are 
defective, and they cannot survive more than half the life span of 
normal red blood cells. 

As a result o{ the chronic .state of ■•ineniia. the .children with this 
<lisea.-^e arc frreatly hnndicapped. Bone growth is poor. Tliev are us- 
ually small for tlieir age. Because of the abnormalities of "the bone 
marrow, there are alterations in the skull and other bones, so that 
(here i.s a characteristic facial expression found, which gives nianv 
ot the children the appearance of being related. 

Tiic bones are more fragile than imrnial. and fractures occur al- 
most spontaneously. 

At present, the only known etlVctivc treatment for Cooley-s anemia 
IS the admini.stration of blood transfusions to alleviate the constantlv 
o<-ciirring anemni. lilood transfusions niav be required as often as 
once a week, i here is no known cure. 
^ I would like to call this couimirtee's attention to the fact that 

00 ey s anemia is a .^erious di.sease. It is fatal to our children. It 
works incredible emotional and economic hardships on their familv 
count'r' " '^'-"^'''''''f'"" iii'twork of our 

.Vs 1 have .said, this foundation has tried to bring to tiie publics 
aacutinn the senousness of this .H.^ease. i)ur very little is known 
ahout tile di.sea.se. Progress has been verv slow. 

'I iiere have been sou ic recent succes.sj-s particuhirlv in the Dreven- 
tion ot the .•urumulation of iron in the organs of the cliil.rs body, a 

u eb H e'r,'" •'•■•'^ '■'^'•""^'V ''^"^ cleared for 

use b.\ the !• ood and Drug Administration 

tr.n''fnTlI"'H'V"'' "I ' '>'Sa>'.s is cause.l by the constant . 

must H h"^^''"-'''' "V/ '""^•'^ transfusions 

nn.st take lace, the body is unable to rid itself of the iron, which 
IS continually deposited in the organs. 

The chelating agent clieniicaHy removes some of this iron, thus 
lessoning the cilect of the buildup. However, this is only a sometimes 
etlect.ve agent to control tlie si.le effects of the transfu-sion and oes 
nothing to control tiie disease itself. 

1 wi.s]i to thank you for the opportunity to address the committee 
I lestiinony resumes on !>. 241. j 

l-Mr. Fitzgerald's prepared .stateii.ient follow.';:] 

\ 
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Mr. Chairman, I am Thomas M. Fitzgerald, an attorney, and a member of 
the legislative cofimittee of the Cooley's Anemia Blcod and Research Founda- 
tion for Children, Inc. We deeply appreciate the opportunity to testify 
before you regarding the renewal of the Heart, Lung and Blood Act, 

Our recoflwiendations regarding renewal are very specific: 

First, we believe that the funding for the program, for the first 
year of this new law, should be at least $600 million, inclusive of train- 
ing programs. We are convinced by the study of the situation, that these 
funds are required. Since the addition of the word "blood" to the title 
of the Institute, there has been considerable movement forward in that field, 
but the opportunities for advances in research have not been supported by 
increases o^ funding. 

Second, we believs that £he Mil should renew the life of the Institute 
and its programs for a period of three years. Last year, because of a , - 
number of reasons, including the necessity of a new Administration to study 
the program, the Institute's programs were renewed for one year. As you 
know the Senate bill suggests another one year renewal, while you indicate 
a three year bill would be reasonable. 

We agree with you. Jhe physicians on our own medical advisory committee 
know how serious the problem would be if there is only a one year renewal- 
simply put, the Institute cannot plan well, and neither can researchers in 
the blood field. 

As you ray know, there is now a task force of the Heart, Lung and Blood 
Ins:uutfi reviewing every aspect of research and care regarding Cooley's 
Ane.nid. Prelim^:nary reports are now being developed. We know that there 

be a great need for research funds, as well as a program of stable, 
long. term planning, in order that the opportunities for research advances 
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can be pursued. 

I think that this cawilttee would find some background information 
on the disease known as Cooley's Anemia useful. 

• Cooley's Anemia Is the name commonly used to describe the severe form 
of a hereditary disease of the blood. It was Or. Thomas B. Cooley, an 
American physician, who described this as a separate and specific type of 
blood disease about 1925. 

This disorder occurs most comronly In Individuals whose ancestors 
were natives of the countries surrounding the Mediterranean Sea. In the 
United States patients are of Italian, Greek, Turkish, Southern France. 
North African, Chinese, Spanish, Irish and Israeli descent. 

The disease, also called Mediterranean Anemia oc Thalassemia, is in- 
herited according to Mendelian laws and it is known that the severe form 
(Thalassemia Major) occurs in a child bom of parents both of whom must be 
carriers of the trait- According to this accepted concept, approximately 
one quarter of all children bom of marriagesof two individuals with the 
trait, will have the severe fonn of the diseases. Another twenty-five per 
^cent of the offspring will be perfectly normal, and fifty per cent will be 
carriers themselves. Any such hereditary situation, of course, is valid in 
a statistical sense only, and may not be referable, to one family where in- 
stances are known of only one affected (anemic) child out bf ten, or the 
reverse, where three out of three chi^ren may be affected. 

Because individuals with th^jK^it or minor fonn of the disease are 
not in any significant way handicapped physically, and in whom the only 
manifestation may be detectable changes in the size and shape of the red 
blood cells, it is of great Importance to distinguish between Thalassemia 
major and Thalassemia minor. Individuals with Thalassemia minor have a 
normal life span and enjoy normal health, whereas individuals with Thala- 
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sscTiia major tr.ay succumb to the diseeie in a matter of one or two decades. 
The trait never increases in severity or converts to the severe form of 
Cooley's Anemia. 

Thalassemia major usually becomes manifest during the first year of 
life. Both sexes are equally affected. The earliest signs may be pallor, 
listlessness, loss of appetite, and irritability. Examir ^.tion of the pa- 
tient, by a physician, usually reveals an enlargement of the spleen and 
liver to some degree, pallor of the skin and mucous membranes, and sometimes 
a slight degree jaundice (yellow coloration) of the whites of the eyes. 
Blood examination will usually show typical changes in the shape, numbers 
of the erythrocytes (red blood cells), and a variety of alterations from 
the nomal in special properties of the blood cells, in addition to a severe 
anemia. 

There are probably several defects which lead to the anemia. For example 
there undoubtedly is a reduction in the rate at which red blood cells are 
formed in the marrow and released to the blood vessels. Those cells that 
are produced are defective in that they do not survive in the blood vessels 
for mere than 1/3 to 1/2 of the nonnal life span of red cells,' which should 
be about 90 to 120 days. There are complications which develop in certain 
individuals which further reduce the rate of blood cell production and survi- 
val time of the formed cells. In these patients the greatly enlarged 
spleen may be the cause of this additional f.incrance. 

As a result of the chronic state of anemia the children with this dis- 
ease are greatly handicapped. Bone growth is poor - they are therefore 
usually small for their age. Because of abnormalities of the bone marrow 
there are alterations of the skull and other bones, so that a charact<jrfstic 
facia] expression is found, which give many of these children fhe appearance 
of being related. The bones are more fragile than norrvsl, and fractures 
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occur Ing almost spontaneously are quite comrron. The anemia causes ca-jy 
fatigability, and a lack of pep and energy. Frequent nose bleeds is a 
comnon finding in many patients. When anenia is severe, low grade fever 
may be noted. There is no particular -increase in susceptibility to infec- 
tions. 

At present the only effective treatment is the proper administration of 
blood transfusions to alleviate the constantly recurring anemia. There are 
other specific treatments for various complications of the basic disease. 

There seems to be a continuous spectrum in the degree of severity of 
the disease from those children who require blood transfusions as often 
once a week to those who rarely neeJ transfusions. Some children die 
within a few years and others are known who are alive in their twenties. 
There is no known cure. 

I would like to call to the panel's attention that this is a very serious 
disease. It is fatal to our children, it works incredible emotional and 
economic hardship on families, it puts serious strains on the blood distri- 
bution network of the country. 

And yet as I have said, this Foundation has attempted to bring to the 
public attention the seriousness of this disease, and until now the federal 
government has done very little in the way of attempting to help solve the 
problem. After all this time, very little is known about the disease. 
The researchers know little, and because of limitations in funds for research, 
progress in this area is very slow. There have been some recent small suc- 
cesses, including a recent movement forward in the field of helping to pre- 
vent the accumulation of iron in the organs of the child's body; a so-called 
iron chelating agent has recently been -leared for use by the FOa^. The ac- 
cumulation of iron in the orgnas of the body is caused by the constant trans- 
fusions that are required and as more and more transfusions rM«;t take place. ' 
and the ever ' " * • 
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deposited in the orjans. Thus the chelating agent, checiically, renwves 
SOTe of this Iron, thus lessening the effects of the buildup. However, 
this is only a sor. itimes-effective agent to control a side effect of 
transfusion, and does nothing to control the disease itself. 



The scient^'sts k,/ow that there are only a few leads, and lack of 
funding .or research In this field, and in the genetic blood disease fie 
In general, p'-^vents scientists from moving forward rapidly on this and 
oth^'r diseases. 

Thank yr r the opportunity to testify. Mr. Chairman. I would be 
pleased to answer any questions you have. 




24Q 



heit ^'■'^ S^^^'^^"' to for being 

Dr. Carter ? 

Mr. Cartkk. Thank you, Mr. Cliairman. 

Doctor, how \vould a Federal charter affect the day-to-dav work 
of the American Blood Commission ? ^ 

Mr. AsFELD. It would not affect the day-to-dav activities of 
commission. What it would do is this, the Federal char er would 
significantly increase the influence of 'the coSskfrner blood 

t irrm\ric:n^l;?ood r """''^ ^^-^ Purposes'of 

the 4^ionar-hS ^r"''^'""^ Primanly the implementition„ of_ 
tnc na lonal blood policy, promulgated by the executive brnnph 
Tm^piiant" -'^"rsement of tlie^Congres's, whicirf !li?nk isTery' 
Any resulting increased influence would lend weight to the recom- 

f The ?nHn°''-"''-'rP°'"'-' P^^^icular commission 

Hhe following information was received for the record:] 
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American Blood Commission 

1901 North Ft. Myer Drive, Suite 300 
Ariinaton.V&. 22209 
(703)523-8414 



M^rch 7, 1978 



The Honorable Paul G. P.ogers 
House of Representatives 
Washington, D.C. 20515 

Dear. Congressman Rogers: 



During the Hearings before the Subcommittee on Health and 
the Environment on March 1, 1978, as the witness for the 
American Blood Commission, X was asked to supplement my 
presentation in answer to the question, "What advantages 
would *»nactatent of a bill gr=»nting a federal charter to 
the American Blood Commission provide in terms cf the 
blood processing and supply system of the United States," 
and to advise as to the status of the legislation. 

1. The essential advantage of a federal charter cor the 
•American Blood Commission would be the strengthening of 

the influence of the Commission in accomplishing its 
mission, which is basically the implementation of the 
National alood Policy. That Policy, in turn, is to promote 
a nationwide system of blood services that will assure an 
adequate supply of safe blood, from unpaid donors, where- 
ever and whenever it is needed. 

2. The reason a federal charter would contribute to that 
strengthening is that it would indicate Congressional 
endorsement of the concept that it is appropriate to pro- 
mote private sector coordination and development of blood 
resources and services for the Nation. That kind of Con- 
gressional encouragement would make the voluntary efforts 
of the Commission much more effective than the acceptance 
of the Executive Branch alone. 

3. In giving this kind of support for the Commission's 
aims. Congress would not have to adopt a position on the 
major issues in which the blood service community are 
involved. .It would be an endorsement of the aims of the 
National Blood Policy, and a recognition of the American 
aiood Commission as the catalyst in implementing that policy. 
:t would not indicate sponsorship of any particular method 
of implementing that policy. 
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4. A bill to charter the American Blood Commission was 
introduced in the last Congress and reintroduced on January 
11, 1977, in the 95th Congress as H.R. 1637. it was 
referred to the Committee on the Judiciary and its Sub- 
committee on Administrative Law and Governmental Relations. 
That Subcommittee has adopted "Standards for the Granting 
of Federal Charters," and the American Blood Commission 
seems to conform to all of those standards- H.R. 1667, 
along with several other charter bills, is being held in 
abeyance until the subcommittee receives some explanation, 
preferably from a Committee of Congress directly involved 
in the substantive area of the legislation, and from a 
concerned Executive Department, as to why it should be 
considered and reported. In January, 1976, the former 
Secretary of Health, Education and Welfare advised you 

by letter that his Department tommends the petition to you 
for favorable action" on the charter bill. 

5. The American Blood Commission has carefully considered 
its activities, since its inception, from the point of 
view of various National policies and laws. 

(a) The Commission and its functions have been determined 
by the internal Revenue Service to warrant exemption from 
income taxation as a scientific and educational organization 
under Section 501(c)(3) of the International Revenue Code. 

It has solicitously continued to operate in a manner con- 
sistent with that determination. 

(b) A federal charter would not add to or' detract from 
the Commission's tax exempt status. The charter is not 
intended to, nor would it, bring any greater tax exemption, 
under federal or state law, than it now enjoys as a corpora- 
tion organized under the local law of the District of 
Columbia. Similarly, a federal charter would not bring any 
exemption from any other state or federal law. Its only 
legal change would be to require annual reports to an 
appropriate federal government agency instead of to the 
Register of Deeds of the District of Columbia. 

Cc) The American Blood Commission is aware that activities 
of any combination of organizations must conform to the laws 
applicable to unreasonable restraints of trade. It is con- 
forming to those laws, and it has received advice from the 
Department of Justice that its purposes, solely as expressed 
in its articles and bylaws, do not raise questions under 
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■'^^^^^'^''^'u^^''^-^^^^"^^ activities of the Commission 

are and have been addressed to the improvement of health 
care in the nation, by implementing a national, governmental 
policy, and not to the economic gain of any member organiza- 
tion or individual, there is no reason to expect that there 
can oe any question of infringement of antitrust laws. 

Sincerely, 



L. Jadwin AsfeXd 
President 
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Mr. Cakter. I SCO. Tliank you,, Doctor. 

Dr. Beck, arc our natioruil blood rosotiroo.s adoqualo to moet tlio 
country's needs? > 

Dr. Bkck. I would r-ay that tlioy are not; I tl:ink that we need 
more, resource.^, and I think tiiat we need better resources. This is 
one of the reasons that we are stressing tiio importance of research 
that niio:lit turn up with blocxl substitiites, Also, we are constantly 
finding new uses for blood, so the needs continue to increase. 

Mr. Carter. You are ta!ki'n|r about Icukoplieresis. How nuiny of 
these machines do wo have in the United States^ 

Dr. Bkck. I don't know. I rannot give you the exact number, but 
it is small. It is restricted to major centeVs. It is still very experi- 
mental. I know, for example, of only two in Bo.ston, It is .st'ill a very 
small number, and they are not realiy ncce.ssible yet. 

Mr. CAim:K. It was developed in Hou.ston. 

Dr. Beck. That is right. 

Mr. Carter. It take.^^ the ditJ'orenI coiuponents of the blood and 
separate them, and allows you to usr the components where, tliev 
aro needed. 

Dr. Be( K. That is right. 

Mr. Carter. Have you considered, l>ocror, the institute's ellorts to 
address Cooley's anemia adequair if 

Mr. Fitzgerald. We have been \-ery satisfied with the progress 
that the task force has made. Wo expect that their report wiP be 
finished within tlie next year. 

Mr. Carter. I would thank you, gentlemen, for voui* presentations. 

Mr. Rogers. :\ray I ask you, what work do vou do in blood in con- 
nection with the kidney (Halysis progranu oV is there any connec- 
tion ? L> there a cross? ' 

Dr. l^ECK. There i.^. There is, of course, anonua as.sociated with 
kicmey disease, and this is the .subject of a great deal of r n-ch 
borne of it is going on at another institute of the XIH, the A .uitis 
Institute, where the dialysis program is ba.sed. Many .scientiiic prob- 
lem.s arj.se from tluit complication of kidney failure. 

Why is the patient anemic when ho ha.s'^kidney di.sea.sc ^ I asked 
that question in one of ,my examinations last year. There are, in fact. 
" ^>V^. '^^^^^^^^ answers. It is a very complicated storv. 

1 his IS one of the reasons wc are interested in the hormone eryth- 
ropoietin, which is being studied in the NHLBL' If we can -/^^ it 
purified, maybe can use it as a treatment for the anemia oFkid- 
nev di.sea.so, the ano.mift suffered by patients on dialysis. 

There are some very important developments alona tho.se lines 
But we liave to get the material, get it cleaned up, anu try it out on 
patients. Fins is one of the things that is on the docket 'for future- 
work in this mstitute. It is a very important development. 

.1 '^%tr ^^^'^m'?*.^^ ^'^^^ ^^'^ '^^^^'^ something for the record on 

that. We will nave to check with the institute on that, and see what 
reaction we are getting, I think that we need to do more research 
and work- on the kidney, particularly where the Government is now 
paying the majority of the bills, and it ^vill .soon be up to $3 billion 
by 198;>. I don't think that we are doing enough in the research 
arena. 

Dr. Beck. May I be clear on what I said? I ^yas speaking of the 
blood aspect, . ^ 
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Mr. RooEKS. I think tliat is a very important part of the overall 
problem, it would seem to me. 

Mr. Cartkr. That is a very important question. We have to know 
the causes, which really result in crippling conditions of renal per- 
formance. 

T would like to ask Dr. Beck, or any other member of the panel, 
what do you think is the most common cause of renal failure, which 
makes it mandatory for us to do renal dialysis? 

Dr. Beck. The short answer is that we don't know. I have been 
interested in this for years. I did my first research back in the late 
forties with Thomas Addis, who was a great physician and an a re- 
nowned expert on nephritis. It is probable that some sort of anti- 
body forms that act against renal. tissue. Something similar happens 
m certain blood di.seases, in which antibodies develop against red 
cells. ^ ^ 

There is some evidence that an autoimmune reaction begins to at- 
tack parts of th.; kidney. This is suggested by the fact that nephritis 
often follows an infection. The evidence on this is still not in, how- 
ever. 

Mr. Carter. Strei)tococcaI infection of the throat, I still" think that 
this IS one of the major causes. 

Dr. Beck. I agree with you. Streplococci may elicit antibodies 
which for some reason also attack the kidney. 

Mr. Rogers. Here is a question that Mr. Walgren wanted asked, 
-u^^^ ^^'^l^t answer that for the record, if you would. 

We w-ill furnish this question to you, and have it answered for the 
record, if you don't mind. 

^"^^ ™^ question. Now, .has the Federal 

Trade Commission, or the Antitrust Division of the Justice Depart- 
ment expressed any concern about the American Blood Commis- 
sion's Federal charter? 

Have they expressed any viewpoint on thi? as to whether there 
would be any problem or not? 

Mr. AsFELD. I would like to defer that question to our counsel, 
Mr. Cardozo. 

Mr. Rogers. If you could give us a quick answer. 

Mr. Cardozo. When the Commission was being formed, we asked 
whether the Department of Justice had any questions on the articles 
of incorporation; it said that it did not. We have watched this very 
carefully, and we don't think that there is any antitrust problem. 

Mr. Rogers. Have they looked at the legislation. Justice or FTC? 

Mr. Cardozo. We have not consulted them on that, but the Justice 
Denartment approved the HEW letter supporting the former bill, 
and 1 feel certain that it does not raise any antitrust questions 
I Rogers. Thank you so much. We are grateful to you for being 
here. Thank you so much for your help to the committee. 

Now our last witness today is a very patient man. Dr. Benjamin F 
liyrd, Jr., past president of the American Cancer Society. I see that 
he IS accompanied by Tanny Polster, who is a friend of the com- 
mittee. 

We welcome you again to the committee. Your complete statement 
will be made part of the record, and you may proceed as you desire. 
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STATEMENT OF BENJAMIN F. BYED, JR.. M.D., ON BEHALF OF - 
AMERICAN CANCER SOCIETY 

Dr Bykd. Thank von very much, Mr. Cliairman, and Congress- 
man Carter for allowing me to testify. Mv curriculum vitae is 
attached to the statement, for the record. I want to .state that I hav<» 
never been tne recipient of any grant or contract from the National 
Lancer Institute. 

First, I would like to talk about the accomplishments of the na- 
tional cancel- program [.set; p. 2r)3]. 

First. 29 new anticancer agents have been developed. 6 to 12 of 
the.^ will eventually prove useful in human cancer. Perhaps three 
to .SIX will be lifesaving. 

The institute got a new director as recently as 1972, and this dnic 
development IS an outstanding accomplishment. Any comparable 
• gmernmental or commercial organization would be proud of that 
return on inve.stment. 

The clinical trials program of the National Cancer Institute has 
ranged from about $2t, million to about $45 million per year since 

By May of la.st year, Dr. Bernard Fi.sher wa.s able to report among 
premenopausal breast cancer patients with one to tlirec nodes posi- 
Txy ly'r ^ 26-percentage-point improvement with tlie drug 

l^FAM as compared to controls. Estimated to be disease free after 
several types of clinical tests were 96.9 percent of the T^P VM na- 
t:ents after 2 years of therapy. . ' 

In colon and rectal cancers, .surgical removal of the colon and 
rectal cancers has been the standard treatment. x\ow we are talking 
about a comhmed modality therapy. lainrng 

In 1977 workers at the University of Indiana n.sed immunotherapy 
in between courses of chemotherapy on oat cell cancer of the kli 
Despite the u.sual rapid course of this di.sea.se, their work prodiiml 
complete rem.ssions^m many case.s, absence of tumor, and median 
survival was almost 1 year, 51 weeks, with 19 patients still alive after 
being treated for a range of ;?9 to weeks, 

Mr. RooF.KS. What page is that on ? 

Dr. Byud. It is ai ound page 5 or 6. 

Pl„«r'V?T'""^ "''r ^'"""^^ °^ stati.stics that ought to be made 

H r i? the Congress. I might suggest that you might want to get 
those statistics and send them to Members of the Congre.ss, so thev 
would know what is happening in this field ^ 
Dr. Byrd. We would be delighted. 

•^'-.■^lll^In?'? University group in Ontario found 

le.s on.s of u recurrent nature after initial treatment in a study of 
& " '^.^P'^™"^'^: '".t when direct inoculation of^the 

tumor with mimunotherapeutic agents there were no recurrences at 
all in 47-patient months of follow,!^,. recurrences at 

At Northwestern University 17 sta^re Ul and .stage IV patients 
were given a 2-week cour.se of drugs r,efore surgery I^ul radSS 
apy len patients with stage IV. and 7 patients with stage II weJe 
reated for 2 vears. after which 4 patients had died, 1 was^al ve with 
of tCVaging' '■^"""'•'<»ble record for put in 
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Since tlii.s was reported last year, anotlier 40 patients' experience 
lias been entered into the study and the preliininarv results are being 
duplicated in the larger group, which now has a uunliau i>atieut term 
in the study of 12 niontlis. 

The fa(!t is. Mr, Chairman, that the national statistics are (juite a 
bit behind tlie facts of our best clinical experience, becaust* data col- 
lecting on a national basis is dillicult and time consuming, if it is to 
be accurate. 

I give other xaniples in my written statement about outstanding 
results of clinics. The longer. statement addresses these areas, with 
the expected new cases in 1978: Breast cancer, 90,700; colon-retal. 
102,000; lung, 102,000; bladder, 80,000: Hodgkin's disease, 7,400; and 
kidney and other urinary, 15,000. 

Last year, the Metropolitan Life Insurance Co. statisticians pub- 
lished in a very clear way, nsin^ government data, the survival rates 
for 1;^ years of various cancers in woir.en in all age group.s, starting 
with 45 years old. Unfortunately, vhis covers only wliite women, and 
we know that the rates are not so good for others.' 

The figures are impressive for the 15-year level of management 
tor localized cancei-s: 

Cancer of the breast, 09 percent; stomach, ;^7 percent in 10 years 
the 15 years not being available; colon, fi7 percent; rectum. 59 per- 
cent; lung and bronchus. :i8-percent survival at 10 veai-s, the 15 years 
not being available; ovarian cancer, 05 percent; fcladder cancer 66 
pemmt; uterus: cervix, 70 percent; and corpus, 80 percent. 

Metropolitan Life also measured the death rate for all types of 
cancer among its policyholders in 1976, and found that the rate had 
talleii ;5 [)ercentage points below the 1971-75 level. 

It is clear that a reversal may be underway, despite the huge in- 
crease in deaths from cancer related to cigarette smoking 

Mr. Chairman, we need a Presidentially appointed director for 
the .\atmnal Cancer Institute and Presidentially appointed members 
of the National Cancer Advisory Board. 

If delay is the reason for bringing the appointments down to the 
secretarial level it is clear from recent experience that .such delays 
wil continue in any case. The council meetings at XIII were plagued 
with this problem this January, despite secretarial level appoint- 
ments. Tlie National Eye Institute called back three members whose 
terms on tlreir council had expired so that they could hold a full 
council meeting. 

If the reason is that the same caliber of persons will be selected I 
have mv doubts We found the intercession of the men on the Presi- 
dents Cancer Panel and on the Board extremely helpful in the 
\V lute House when training was the issue. Secretary Weinberger was 
adamant in cutting back research training. But NCI had been ex- 
panded sharply and simply could not do what it was charged to do 
without an adequate training program. 

We have a difficult time finding directors as it is now. We need 
directors and board members with the public affairs and administra- 
tive background necessary for success in the kind of communicatinfr 
and negotiating that goes on at the 0MB and WHiite House level 

After a tremendous amount of conferring, planning, and other 
assignments, resource data from community hospitals and medical 
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schools, voluntooi-s and public liealth associations have put their 
reputation on the line, they have souglit and won commitments fo'- 
programs and resources, and they have created pipelines. 

The :}OMnember Public Issues Committee of the American Cancer 
.Society met on February 2, 1978. and among other work, heard a 
report on the Xational Cancer Institute's budget. Our committee, on 
which I serve as cochainnan, includes scientists, pliysicians, laymen, 
women dcA-otrng their time primarily to raising a family, facvltv 
memtx!rs froni Howard University and the Institute for Advanced 
studies at Princeton, among other.s. 

After discus.sion. the group recommended, and the society's board 
ater supjiorted. a fiscal 1979 budget for tho National Cancer Insti- 
tute above the authorization level allowed by IT.R 10908 

We are deeply concerned about the waste of past investment which 
wi.i take Place if activities already in motion are brought to a pre- 
mature halt I his happens with disturbing frequency in the Federal 
picture, and as you know, fortimately not as often in the jurisdiction 
of this subcommittee as in the juri.sdiction of other subcommittees 
or the C;ongress. 

We are dealing with the careers of young researchers, young phy- 
sicians, and with men who have spent decades shaping and pnininc 
heir programs m research, education, and treatment. To turn off the 
tap. to leave those pipelines dribbling, instead of carn-ing a good 
fi.sca flow, would be one more action, after too many .such actions 
liighly di.scoiiraging to everyone involved. ' 

My main concern is with the response to this imjjortant inece of 
Federal health leader.'-hip. I know that this subcommittee has struc- 
gled manfully with tiu- problems of change and lack of change in 
the healtii care world. I am heartened by your many succe.s.ses but 
al.so teel that the resj^nse to yonr leadei-ship wo.dd be clearer 
quicker more dehnite if those in the ranks were convinced that the 
leadership is hrm. unshakable, consistent. I do not think that the 
cancer community acro.ss the country will receive that impres.sion if 
the authorization limits in H.K. 10908 are enacted 

The Xational Cancer Advisory Board has probably been closer to 
this question than any other group anywhere. They have approved 
$1.2 billion in authority for (i.scal 1079, .support more than $1.:5 bil- 
lion for r,.scal 1980. and nearly $1.+ billion for fiscal 1981 

Ihe iioardi moreover, is reconsidering the latter 2 years' (irr„res 
and could conu. u]) with higher authorization reqiK-sis within the 
wi.silom provided by contimiing and intimate contact with the con- 
(|ui"st of cancer program and all of its coin])onent parts 

If we trace the ai.proi.riations back to the middle of the decade 

IT * -V^i""? l^'IVi""!' '-^r* fi'-^t P"««'''l. l)i>ck to 19(-,r,. then we 
see he tota of all Mil instit.ites. other than cancer an<l mental 
health, was i?.=5(;:} million. 

In the (; years between then and the i)a.ssiige of the Xational (^m- 
cer Act in 19,1. the total, minus XCI and XIMII. went to S879 inil- 

lon in ai)propruitions. a 50 percent increa.se. In the (i years followiuc 
thej,a.ssage of the act. the .same In.stitutes- appropriations reached 
i^l.4:..5 million, or a (.o percent mcrea.se in the (i years following the 
act compared to percent before the act. They did better after 
tJian betort?. 
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Cancer is the second biggest killer, as we all know, but probably 
the biggest drain on the health care budget. A patient with cancer, 
on the average, costs over $20,000 according to gross estimates. 
^ It IS clear that, conservatively, the cost of cancer in this country 
IS ranginc from $25 billion to $35 billion. This is coming out of our 
pockets. It IS not imaginary. 

Measured against the disease problem, against what other I^IH 
institutes have experienced in recent years, against original plans of 
the National Cancer program set. in . motion by the Congress, an 
authorization figure of $1.2 billion is certainly not too much for NCI 
in fiscal year 1969, going to $1.4 billion in fiscal 1981. 
. Following a national chemical carcinogenesis testing program that 
has received a great deal of exposure, there has been slow progress 
in reaching conclusions on the dangers of various carcinogens found 
in the atmosphere of cities, factories, and workplaces, products for 
use by the consumer, or industrial use, or pesticides. 

It is my belief that when today's hue and cry dies down, we will 
still face many scientific questions for applied research on product 

• l^^u- ul" carcinogens. We know too little today. We are faced 
with highly conjectural situations on the, basis of animal data. We 
need better data m the human situation. 

There is the often quoted cliche. The National Cancer Institute, 
and the American Cancer Society, far underrate the problems in- 
herent in theilow of chemicals. Attached to this testimony is proof 
positive that both organizations have alerted the Nation to the very 
dangers that some journalists say NCI and ACS are collaborating 
to conceal. ^ 

The scientific, difficulty in approaching tliese environmental prob- 
lems IS enormous. The Cancer Institute found this out when it began 
on a project to define and commence study of the flow of chemicals 
into the environment. The entire program cannot be judged on the 
basis of the lack of conclusive achievements in this area. 

Supervision of contract work has been difficult with the workload 
which went up 359 percent, and the work staff went up 57 precent 

Mr. Chairman, the Institute has not been idle. It has produced 
scientific reports in four volumes in recent years. The title of the 
volumes is: "Survey of Compounds Which Have Been Tested for 
Carcinogenic Activity." Study after study, thou.sands of them, are 

The problem is really one of interpretation, translation of animal 
data to man, interpretation of the danger to man even when we know 
the facts of animal experimentation. The process of carcinogensis 
seems to take 20 years or more, in some cases. Wc don't know. The 
best scientists will withhold judgment for many years under these 
circumstances. 

For the public to demand more, that is worse science, means that 
decisions, regulations, even constiiiction and preventive measures of 
many sorts will be a drain on precious resources for dubious pur- 
poses, an invasion of other important program budgets where de- 
monstrable benefits might issue. 

Mr. Chairman, Dr. Jonathan Ehoads is an outstanding physician 
administrator, educator, and has been named Man of the Year in 
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. PhiladelDhia for his civic work apart from all his other duties He 

rZ-J"i "■°.'™„="' '? P"61k%ues (SmmSi/Sf the 

Se cTn .d?Dfi?hr^ T S^'^T!"' ' the tet^Wom 

we can aaopt at this point m medical history : 

to Yhetnf^n? c^anct^iriu^cou^r:;^ °" i"."-?^ 

ho^e and sSrch ' 8°^^ ^^ich we all 

[Testimony resumes on p. 289,] 

[Dr. Byrd's prepared statement and attachments follow:] 
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Mr. Chairman and Members of th\^ Subcommiccee I want to 
thank you for cho special scheduling of my testimony chat you have 
arranged and, in fac. , for the opportunity to give you my own personal 
conroents about the National Cancer Act and to present the Americn Cancer 
Society's position on the extension of the Act. 

Fqr the record, my personal views stem from my privaty 
practice of surgery, from my teaching at Vanderbilt University and also at 
Meharry Medical College . My- view of che cancer control program is shaped 
partly by my work as Director of the Extramural Program of the Vanderbili: 
University Hospital Canc-er Center. My view of community hospital cancer 
activities comes from St. Thomas Hospita't in Nashville where I am President 
of the Medical Staff, from Nashville's Baptist Hospital where I am an 
attending surgeon, from my experience as regional consultant to the 
Veterans Administration and from Metropolitan Hospital in Nashville- 

Beyond these individual appointments and experiences I have 
served as Chairm^..i of thfl Commission on Cancer of the American College of 
Surgeons. This commission has maintained what some people >.ould term a tech- 
nology transfer activity for many years. This commission's work started 
before che current National Cancer Act was passed and has expanded and changed 
as the enti'nj vorld of cancer therapy has responded ^.o n«w ideas and r^w 
technologies, particularly since the passage of the new Act in l97l. 

I should be happy co accept questiais concerning the American 
Cancer Society since I am a Past President, uhlch means as you know that I 
served in many different roles before being elected to that post. I am cur- 
rently Co-Ch.airman of the Society's Public Issues Committee which was 
created just this year as an instrument to formulate and present the 
position of the American Canjar Society in matters of importance 
to the public 'generally. 



/ 

I want Co make sure chat chls record contains the face chat 

I have never been a princi, al Investigator on a National Cancer Institute 

^rant; have never been an NCI co:; i ctor; and have not served on any proRram 

'\ 

where a nuijor poi \on of the funds coW. f rom NCI, All of my work is in the 

on occasion 

prival • sector. We have received/ minor support and have cooperated with NCI, 

While Van<*erbllt, Meherry. and other institutions In which I 
t he i ' Tespons ibilities 
serve may discharge/ without N'CI it is my personal view and the American 

Cancer Socie'^y's position the Conquest of Cancer, program is good for 

our country. Like other NIH research NCI's benefits all of society, but of 

this research practically none is commercially profitable and would not be 

don«i if society as a whol.;, the go^'ernment \.hat Is, did not support It, 

Alonp: with a multitude of educational, service, community 
organizinr and other activiries th^ American Cancer Society supports some 
$3rAnillior. in research. NCI's bodp.et is running about $872 million, 

Attacho'1 To this .statement is the January 15, 1978, issue of 
NCi's Divisior of Cancer Treatment Ngwslerter , For physicians working at 
tha research/treatment Interface it sums up the cvrrent drug situation, 
which is in need of explanation to them because of ongoing negotiations 
between NCI and the Food /rug Administration to speed drugs to rest and 
to pacif^nts faster. 



Not counr.in^; new formulations of olo )vvigs. 




new agentr; have 



pas?jeu all the aninj) tests and have heen approved by FDA for preliminary 
hum.in trials. U is esrlmatp:i th^t onlv 6 to 12 will eventually prove 
u.sefiil in human cancer. Perhaps 3 to 6 be lifesaving. Considering 

nhe f.irt r.ha* a fS.recror of National Cancer Progra-, was appointed only 
in 197;? Lhi:. is an outstan'^ing accomplishment. 

It coulf* cake another 5 or 1» /ears for these drugs to reach 
patients generally, but that is rot the fault of the c rrer program. It 
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is a manifesna'iion of Che caucion which, currenCly exisCs under our 
food and drug laws. ^ 

The clinical crials program of Che NaCional Cancer InsCiCuCe 
has ranged from abouC $28 million Co abouC $A5 million since 1971. So Che 
modest funding, case against che background of an enormously complicaCed " 
medical enlsma, has resulted in useful knowledge .-^nd cherapy ChaC any 
comparable organizaCion, commercial or governmGnCal, anywhere, would 
consider oucsCanding. 

Mr, Chairman, I would like Co call Chis colnmitCee 's. ACCenCion 
CO some cruly meanlngfuT advances in chemctherapy . 

In 1971 Che median survival for paCienCs wiCh disseminaced breasc 
cancer was 8 - 10 monchs. When AdriamycCn came in Che rnedian survival 
for chis advanced form of cancer ^^came V^^IS monChs. WiCh combinaCion 
chemocherapy plus BCG inmunoChorapy the median survival i< in excess of 
22 monChs. 

The few monChs* increase becomes very imporCariC in Che overall 
perspeccive as I will show shortly. 

In sCagG III (locally advanced) breasC cancer wiCh posicive 
lymph nodes daca as^of 10 monChs ago showed chaC combination chemoCherapy 
(Cytoxan, ^.thuMc.aCe, 5-FU) panicnCs three years afCer treaCment began 
89.6-: of th.-. paclencs were alive afccr three years while 7Q.6% of che 
control pacienCs survived chaC long, an improvnmenC of U percentage poinCs. 

By May of lasC year Dr. Bernard Fisher was able Co reporC 
amonr, prerrenopausal breasc cancer patlencs wich one Co Chree nodes 
positive for cancer a 26 porrentage poinC improvemenC with che drug, 
L-PAM,as conp r«d Co controls. EstlmaCed Co be disease free afCer several 
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typ«s of clinical tests w«re 96, 9Z of the L-PAM patients after tvo 
years of therapy* In postnenopausal patients vith one to three nodes 
positive for cancer the improvement was smaller, 2.2 percentage points, 
but still there was S8*7X survival after two years* Not only was that 
improvement small, but L-PAM for postmenopausal patients might not be 
the dms of choice since those patients with involvement of four or more 
nodes survived for two years at a few percentage points — 61,52 compared 
to 59*72 — if they were in the control group better than if they were 
in Che L-PAM group* 

There's been comment in the press repeatedly about the 
absence of real progress in cancer therapy* Yet in colon and rectal 
cancer, solid tumors which casual observers • tell us 

is an area of no progress, have shown signitica'i response to treatment. 
Surgical removal of the colon ^nd vectwl car'.trs has been the standard 
treatment for decades. It is essential now. Adding to it chemotherapy 
and immuno chemotherapy has doubled th-- :»urvival time in one study as 
compared to surgery alone* In another study the effectiveness of 
short term fluorouracil chemophrophylaxis, preventive medicine after 
surgery, was evaluated and it was found that Stage III (Duke's class C) 
patients, 213 of them, five-year survival muved from 2^.3Z under surgery, 
alone, to 57.52 with iflurouracil . Even better results were 

achieved vUh patients whose cancers were not so far advanced. I emphasize, 
the data refer to five-year survivals. . 

These are not peripheral cases. In 1978 there will be an 
estimated 102,000 new cas« of colon-rectal cancer. But these cases will 
'are better than cancer patients have ever fared before. An estimated 
51,900 will die of colon-rectal cancer in 1978 whose treatment bagan when 
research results were not as far along as thtiy are now. 



28 0 



258 



In 1977 workers at the University of Indiana used inununo- 
cherapy in between courses of chemotherapy on oat cell cancer of the 
lung. Despite the usual, rapid course of thl? disease, their work 
produced complete remissions in many cases, absence of tuinor, and 
median survival was almost one year» 51 weeks, with 19 patients still 
alive after being treated for a range of 39 to 113 wee^s. 

In a study published two years ago St;«e'l squamous cell cancer 
and adenocarcinoma showed the advances made in early diagnosis so that 
surgery alone resulted in 77Z survival after one "ear and surgery plus 
BCr, administered intrapleurally , or directy into the lung cavity, produced 
100% survival after one year. 

Mr. Chairman, these kincfeof results — in a disease, lung 
cancer, which sf.lll kills 92,^00 persons per year — could not be 
reported when the National Cancer Program began. 

In bladder cancer, a Queens University group in Ontario 
found 35 lesions of a recurrent nature after initial treatment in a 
study of 67 patient-montHs* experience, but when direct inoculation of 
the tuinor with immunotheraneutic agents there were no recurrences at 
all in ^*7 patient-months of follow-up* 

Surgery, again, Is the essential treatment in most head and 
neck cancer, but new methods are showing true improvements. At Northwestern 
University 17 Stage III and Stage IV patients were given a two-week 
course of drugs before surgery and radiotherapy. After being in the 
study a minimum of two years, 'patients had died, one was alive with 
a tumor, and 12 were disease free, a remarkable record for this group- 
of patients, 10 of whom were Sta^e tV and 7 were Stage III. since this 
was reported last year another 40 patients' experience has been entered 
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into the study and the preliminary results are being duplicated in 
the larger groups vhich now has a median patient. .term in the study 
of 12 months. Mr. Chalnpan, ve are talking about ov«ir 70Z disease 
free after tvo years in the preliminary group. These are not the 
kind of perc€;ntages one wuuld gather are being experienced if one 
were to go by newspaper articles» 

Much of this information comes from a 105-pago compilation 
by a researcher at M,D. Anderson Hospital of Houston, and was supplied 
to your conmittee staff when it was produced in late 1976. In was 
updated in May of last year. We shall be r^appy to supply the book 
.to any Member of the Committee who wishes oiw. 

Of course the premise of the Conquest of Cancer program in 
1971 » as recalled ^ recently by Dr. Jonathan Ehoads^ "Was 

that knowluJgc had advanced to the point at which a large stepup in 
support could be expected to augment the benefits derived from the 
(existing NCI) program," He pointed out that important results from 
the Conquesr program stenmed from work done earlier. He concluded that 
The change in prognosis for Hodfjkln's diseare has been aliriost as graat 
as the charge in prognosis from subacute bacterial endocai'ditia vac vich 
the introduction of Intensive penicillin therapy- From a prognosis of 
virtually zero recovery, "he sai.d» "we have a majority of the patients 
surviving five, ten and more. year." 

He called Wilm's tumor of the kidnuys in children "a classic 
example of the usefulness of therapy involving differeri: modalities of 
treaCKjent. Originally the disease was trear.ed by surgio-il tixclsion of 
the diseased kidney witt. a 30-''. OS five -year survival rate." Dr. Rhoads 
Is a surgeon. "To this was addod radiation," he said, *vhirh put 'he sur- 
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Vlval race In the 60Z range. And now. with che addlclon of chemocherany, 
survival races gave gone co 7SZ aporoximacely," he concluded. 
This Comnlrcee has heard before che story of how 
lechal do^es of mtchocr-xac^ are adrainiscsred co bone cancer pacier.r,:> 
along wUh cicrovorum, a rescue faccor, anclbiocics, placelec cransfuslor- 
and leucocyCQ transfusions as necessary. The hiscorical race of two-year 
survival for osceogenlc sarcoma was about 20-25%, Ic Is now above 95Z av,(^, 
when fl»re ciiPe has passed, Cho much longer cerm survival can be docum«..rt:eO, 
cne sclentiscs are convinced. 

Mr. Chairman, obviously I have no'j mencloned all of our s- cces-:..^. 
Buc Che ones I have mencioned are noc confined co minor cancers, as sc.. n-.; 
is reporced. 

Here are che cancers I have mei : loned and che new cases escimaced 
no arise chls yean 

Bieasc cancer — 90,700 
Colon-reccal — 102,000 
Lung — 102;0f>0 
Bladder — 30,000 
Hodgkln's din^iase — 7,^00 

Kidney 5^ otf^r urinary — 15,100 (Includes Wilm's turr.?. or cWldren) 
I do noc tell chls Coomiccee chac we are now curing ^^se 
paciencs. I sa.y thac tens of cbousando are experiencing usefcu of 
Ufa extension. We have, in fact, brought to this Committee's -vc,^^ntlon 
the need for new legislation to provide accommodation with Medicare or Medicaid 
for the growing number of patients on continuing chemotherapy who want to con- 
tl»:ue working, living with theK^ families, ^oing to coll^.^^, cr otherwise 
pursuing the business of living. What they provide socM t, ^s^.^s cheir 
wsdlcal care vnry worthwhile In numerous cases. 
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More and more, many of us are finding among our friends recovered 
cancer patients, I predict that, in coming years, this Committee will spend 
-Important hearing days and bill writing days on the subject of the ex-cancer 
patient's position vis a vis employment, insurability, and educational oppor- 
tunity. 

While the movement of government statistical reports is more 
ponderous, the Metropolitan Life Insurance Company's reporting* comes up to 
very recent years. The first half of 1976, as compared to the first half 
of 1975, showed that death from cancer amonp the company's policy holders 
fell by 5Z. When the entire year, 1976, was finished, there was still a decli 
3Z , in deaths from cancer as compared to' the 1971-1975 experience. 

Last October the Metropolitan Life statisticians put National 
Ca.lcer Institute data into a new array and sliowed the following IS^year 
survival rates for various cancers in women of all age groups starting with 
45 years old* 

Breast 69% 

Stomach 372 (10 yearsj 15 not available) 
Colon 67^ 
Rectum S9X 

Lung & 3dZ (10 years; 15 not avail;' Me) 
- - Bronchu*: 
I Ovar>' eSX 

Bladder 66Z 

Uten:3 
Cervix lOZ 
Corpus 8DZ 

Unfortunately, these data refer only to white women. . We know 
that the survival rates among blacks is lower. Also, the above figures tell 
the story only where prompt detection found a localized cancer. Where all 
stages of r.h»? disease were rated, the survival rates fall, of course. Even 
so, the 15-year survival rate for white women with breast cancer, all stages, 
was ^*<*Z, with similarly hopeful data for the other organ sites. All of these 
d.ita describe relative survival, that is, adjusted for deaths from other 
ca>ises so that the impact of cancer, alone, can be estimated. 
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Thti excellent results which have been reported to you 
could not have been achieved If. time and again, this prngrajn weren't 
ulded by the President's Cancer Panel. Particularly In the earlier 
stapes of the Conquest of Cancer effort there were frequent needs to 
move with vigor at the departmental and WhitB House levels. 

For Instance, ch« Congress through the National Cancer Institute 
put in notion a quantum expansion In the program at a 

time when the Office of Management was phasing out the training of 
biomedical researchers. Secretary Weinberger was particularly Insistent 
on this phaseout. Only a full presentation of the situation by the 
President's Cancer Panel at the White House worked out the total 
contradiction between the expansion and contraction policies. There 
were other occasions where, I. am sure, members of the Panel could tell 
you that they were Instrumental In redirecting the Conquest of Cancer 
program to fit policy developed above the NIH level or vice versa. 

Mr. Chairman I am not at all sure that appointment by the 
HEW department cT the National Cancer Institute director and board 
members would attract the men and women with the public affairs and 
administrative background necessary for success In this kind of 
corrjminlcatlng and negotiating. 

It Is my belief that the government can certainly get someone 
to work In these unpaid jobs a whole lot easier and more effectively 
through Presidential than through Secretarial appointments. 

In terns of the discretionary money Involved, the National 
Cancer Program Is one of the largest In the federal government. We need 
the very best leadership we can attract. 

It Is true that there have been delays In appointments. 
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But Che National Institutes of Health has had to scramble in recent 
months because, appointments by the secretary • were tar-ly. For instance. 
In the National Eye Institute the January mectiiig of the National Eye 
Advisory Cc>incil was convened with three former members of the council 
because Che secretary had not promptly appointed their successors. 
They were supposed to be appointed i;, November and no one has yet been 
announced for these positions though I am told the Secretary has signed 
off on one of the three. The same is true in some other Institutes. 

The Congress in its wisdom determined to try a new nype of 
biomedical research and disease prevention administration when it 
adopted the Conquest of Cancer program. The six years since the program 
b«Ban Is a very, very short time, indeed, as biomedical programs go. 
Certainly at loast ^M*^e more years under the original concept are needed 
to see if this new type of administr.ir ion is vhat you in the Congress 
perceive as xost productive. U is clear that the old system begs many 
a question. ^ 

Downgrading the cancer program leadership by caking the 
director's and member's of the board appointments from the Presidential 
level and putting chem ac the secretarial level, in our opinion, might 
damage che program and wq see no need to cake that risk at this time. 
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The 30-irH!mber Public Issues ConjnicCee of the American Cancer 
Society mviw oi. February 2nd, 1978 and, among oth<;r work, heard a' report 
on the National Cancer IiisrUute budget:. Our committee includes scientists 
physicians, laymen, women devoting their Cim« primarily to raising a family 
faculty members from Howard University and the Institute for Advanced 
Studies at Princeton, among others. 

After discussion the group recommended aii the Society's board 
later supported a fiscal 1979 budget for the National Cancer Institute 
above the authorization level allowed by H.R. 10908. 

We are deeply concerned about the v/?;ste of past investment 
which will take place if activities already in motion are brought to a 
premature halt. 

This happens with disturbing frequency in the federal picture, 
as you know, fortunately not as often in the jurisdiction of this sub- 
committee as in the jurisdiction of other subcommittees of the Congress. 

We are dealing with the careers of young researchers, young 
physicians, and with men who hre spent decades shaping and 

pruning their programs in research, education and treatment. 

It took two or three years for many in the biomedical com- 
munity to become convinced that the Congress meant it when it enacted 
the National Cancer Act of 1971. It then took some participants years 
to explore their own work to see how it could legitimately apply to the 
cancer questions. Careers have been adjusted. Some construction 6as 
taken place. 0 partments have been reorganized. Entirely new vistas 
nave come into view through outreach, technology transfer, continuing 
education, critical self-examination of procedures considered routine 
for years — X-ray diagnosis for example — and centers in many areas 
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have developed after dozens of conferences, seminars,, planning vys^iona, 
and false starts, working relationships with coiaaunlty hospitals, medical 
schools, voluntary health organizations Including the American Cancer Society. 
The leaders In this always difficult work have put their reputations on the 
lln*;. They have sought and won commltjnonts of program and resources. 
They have created pipelines. 

To turn off. the tap, to leave those pipelines dribbling. Instead 
cf carrying a good fiscal flow, would be one more action, after too many such 
actions, highly discouraging to everyone involved. 



' My main concern Is with the response to this important piece of 
federal health leadership. I know that this Subcoimittee has struggled manfully 
with the problems of change and lack of change in the health care world. 
I am heartened by your many successes but also feel that the response to 
your leadership would be clearer, quicker, more definite If those in the 
ranks were convinced that the leadership Is firm, unshakable, consistent. 
I do not think that the cancer community across the country will receive that 
impression If the author Izatloii limits In H.R. X0908 are enacted. 

The National Cancer Advisory Board has probably been closer to 
this question than any other group anywhere. They've approved $1,2 billion 
In authority for fiscal 1979, support more than $1.3 billion for fiscal 1980, 
and nearly $1.m billion ($1,380 bU.) for fiscal 1981. The Board, moreover, 
is reconsidering the latt,*- cwo years* figures and could come up with higher 
authorization requests within the wisdom provided by continuing and Intlroan 
contact with the Conquest of Cancer program and all of its component parts. 
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If this sounds like a lot of money, look at it in the traditional 
way that the Congress regards JHW spending. 

If in fiscal 1979 the Congress were to appropriate $900 million 
for the National Cancer Institute the administrators at the institute tell 
us that there would likely be attracted about 1,900 regular program research 
projects which would be approved by the peer system. But the $900 million 
ux>uld only fund a bit more than a third of them, about eU7 grants worth 
$5/1,929 million. That would be Z^t.SZ funded of all approved. 

Even at a $1,036 million level, a total- the institute favored 
in its negotiations with 0MB and which the American Cancer Society supports, 
only 925 grants would be funded and the percentage would still only to it9,3Z 
of thoss apppov,?d, not at all out of line with the levels at other VIH institute 

H.R. 10908 woild not allow that level of funding. 
The Conquest of Cancer program has been under attack from some 
quarters ever since the concept was presented to the Congress, and almost 
always by the same people. The basic charr>e has been that the cancer program 
has drained money from others in NIH. 

The facts are otherwise. 

If WG trace the appropriations back to the middle of the 
decade before the National Cancer Act first passed, back to 1965, then 
we see the total of all NIH institut.Ts !.-;•: .H'- Chan cancer and mental 
health) was :-5G3 million. In the six ,',-'ars bhtwuen then and the passato 
of thti National Cancer Act in 1971 Mhc- rot;al ^ sar;S NCI and NIMH) vent to 
$879 million in appropriations, a SbZ increase. In the six years following 
the passafie of the act, the same institutes » appropriations reached $1,^53 
million, or a fiSZ increase in the six years following the Ac", compared to 
56Z before the Act. They did better a<":er than before. 

Incidentally, if we bring that table up to date, fiscal 1978, the 
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ificrQAs^ for ttiosa i nr,r.i r.uCes liirice the fja:;sa)t;c! of the? Act bacomP^.-^lV: , 

In t»Tr.n of sfMrcs, the Nat iona-1 Cancer Institucc accounce^l for 
a-srj of NIH'.s bu<\F,(it in and r Coral ranged .is low as IGl in che hgxc 

20 '/".irs as new j.nstir.uces wf?rn created. It stood 23"^ in 19'38 and w^rit 
iown to 12': -in -1967. So the share has vibrated quite a bit over the ynars, 
Ih»> present 34"C is not at .ill unusual. When we had practically the NIH we 
have tS;^,v/, durir^: the l9/*8 to 1953 years, the ran^e went all the way from 
to '-^07.. 

Canrf?r is r./ie second bip^eer.t killer, as we all know, but probably 
the bipgast drain on thf? health earn budget.^ A case of cancQr, on the average, 
costs over ^20,000 according to cross esti'matos and accor/iing to a df? tailed 
study by Dr. John Sprat t in the cancer center a^. Columbia, Mo. 

With an est imaced. 700»0C0 new ca5;es of cancer in 1973, the case 
cost wovjld total ^Ih billion. 

It would app*?ar Lhat the work -time lost, and earnin»:,s lost throui^h 
premature deaths would total another 510 billion to :>20 billion, rhouf^h the 
sratistical rr^: ^ hodolo^'.y for thi.^ calculation is under question. A crude 
factoring of ti;.* averagn wage, plus an imputed wage for the housewives and 
househusbands. coupl-jrt with premature death figures fjavn a 517 billion narnings 
lost in one calculation .-nade three years ago, 

I' is clear that, conservatively, tht? cost of cancer in this 
co^mrrv is ranging 525 billion to S35 billion. This is coming out of our 
PockoT.s. It is not imaginary. Anyone with a death o;' s wagr oanier in [iit5 
family sees this loss tangibly, We talk about balanci.ig Se budget, meaning 
the federal budget. That can be dangerously narrow thinking if v.^ simply 
unload public and private sector responsibilities one way or the other. The 
sophisricater! calculation is to look at. the overall costs and ;;ee what we 
can save thr; nation. o"e or two billion i^ollars per year against a $30 billion 
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problem doesn't seom like overspending. The cosl of care of 50,000 cases 
of cancer — and we expect 700,000 this year — is Si billion. It Ij 
quite likely that our patient salvage rate is, in fact, paying for ail 
ot ^VCI'v research through avoidance of worktime lost and prematur>v deaths. 

Measurect aijainst the disease problem, against uhar other NIM 
institutes have experienced in recent years, against original plarw of the 
National Cancer Program set in motion by the Congress, an authorization 
figure of $1.2 billion is certainly not too much for ^ci in fiscal 1969, 
going to $1.^ billion in fiscal 1981. 



) 
I 



-.J 



2?G 



269 

Ic would, of course, be less than candid of m, to this 
ComUtn. that ch« National Cancer Program has been faultlnss. No program 
this si.e is. My own feeling is that it suffers many of the co^on ailments 
of lari^e r.overnn^nc pros^rars. 

On che-ctii^r har^i cricicism of c.he Conquest of Cancer pror.ram 
has bo.n s.ns.rional an^3 clamaP.ln^. i, conceivable chat some of chis 
criricisn where poorly ba.sed has increased morbidicy and norcality. 

The mosc obvious case is zhn br.^ast: cancer mammoRraphy. The 
firsc scarehead notice in the paper/'Panel Told of Needless Breasc Removals," 
said flatly, "Fifcy-thr.. womnn in a federal cancer dececcion pror.ram had 
breasts removed n.3edlessly for whac curned ouc Co be noncancerous condicions, 
a panel of scienclscs told the National Cancer Inscituce yescerday.- 

The failure Co qualify chat stacemenc inche press che way ic 
va-s qualified upon delivery was pare of a chain of evencs which discouraged 
thousands of wonen from P.ercing their scheduled checkups. 

The rruth of che matter, after very detailed investir.acion, 
which was indicat-1 a.-i forthconinR ac the tiiw of the original nnnouncemnnc , 
IS thac any concern relates Co no more chan 3 of che 2,^*87 breast tutors 
detected by mammography. Considering the ha:^ards of readinp, pacholof^i cal 
-slides, the difficulties of cominp to undispuced conclusions on che basis 
of a conrinuinn prop,ram. 3 out of 2,^*87 is a record of commendable responsi- 
bility, a real team interest in arriving at a judgment most meaningful to 
the pacient. rh,i full ,ind reliable news report on the outcome of chis 
controversy is attached to this testimony. 

It is inrerestinr, Co no' e thac r^^e very existence of che Conquesc 
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of Cancer pro^ra.-n made it possible rapidly to revise the situation once 
it was identified. Radiation dosage was not in the most extrene 

view a manif-istarion of fault introduced by the cancer program. Rather it 
was ender^ic in the nedical care delivery system. Sorno mammography units in 
the screening dewjnstration werr operating at optimum levels. 

When criticism came the quick response went immediately to the screening 
uru^s, but also the Bureau of Radiological Health of the Food L DrMg Ad- 
ministration, which always had jurisdiction, became more active. After 
viewin/?. the radiation controls in the Demonstration Projects, several state.s 
invoked within .heir bord-rs universal checking of X-ray equipncnt. 

This justified criticism was quickly met with remedial action 
and the entire medical cAre system is more sensitive to the danger and the 
patients are be^^er off. I do not think that, without the Conquest of Cancer 
prop.ram, the resp\is: bil i ty would have been so apparent and action so rapid. 
It is when we are all trying to do sow thing vigorous, progre.ssive, "'helpful, 
that we learn and improve . s 

As usual, the more extreme views of chn system were forthcoming 
from extremists. Maybe it would be useful for this Subcccmiiiee ^-o noir chat 
the average mammography exposure is down to 0.5 rads, -.nd tha^ to a circumscribed 
portion of the whole body. In Denver, Colorado, it is estimnter- that resiu jts 
K/?t som« 70 rads of extra radiation to the who)^t» body in a lifetli: jui 
fro- cosmic rays. This works out m.it ^^^htat ical 1 v tr- a p.re;»t/'' risk /om 
merely residing ii -he r.ountain area of nighly act . ^ .. -hari from 
- innograp/iy for a woman who undergoes the procedure evi -hree months oetween 
ages of 10 and 70 and no demonstrat ic^n project enywhe. asks that of a 
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Anocher fault of ch« National Cancer Program which has received a 
^x-.xr rinal of criticism has been tho slov proRresp in reaching firm conclusion 
on rno Manr.ers of various carcinogens found in the atmosphere of citief>, 
noar farrorics, in work places, and in products in wide consumer or 
int ormr2diato in-lustrial us»3, such as pesticides. 

It is my belief that in spire of much of today's hue and cry 
we will still face many years of applied esearcM before product safety from 
carcinoj^ens can be designed. 

We know too little trxJay. 

We are faced with highly conjectural situations in the translation 
of animal data to the human situation. 

Regulatory processes can bo highly expensive and raise the cost 
of living in a country with a serious and chronic problem of poverty. 

It is not just a matcer of balancing risks and bennfits. Fven 
assuning the worst: risks and tho least benefits from sorne of chc questionable 
produces today, the problem of -^hat tc do in given situations Is probably 
frequently more demanding of science than science can respond to Th 
regulation writing procedures under way '.oday point this up. 

While cons.uners, government administrators, scientists, and 
statisticians struggle with the real problems , the journal i<:ts have often 
roniured specious ones. 

There is an oft expressed clijhe that the National 

Cancer Institute and tl An.-... i m Cancer Society far underrate the problems 
inherent in thf flow of cheraic; Is inl ^ our envlronn-rfint . 

Attached to -his testimony 5 proof positive that both Institutions 
can take grea. credit for aloiclng the nation to the very dangers that flome 
journalists say NCI and ACS are coll,-»borating to conceal*'^ 
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As for NCI, in 1970 in a wicJnly cirrulaccd report ciititl^id 
"Frop/jojis Xp.Mnsr. francor" half or r.h<2 matorial was on chemical carcino- 
f'..7n^:-,is. .'Saifj :hn rnpor-, "FcoloKists. . . hav^ warned that man is jeopard izinf. 
his verv survival by conCinuinp, lo pollute? his onv'ironnent . . . " And later, on 
pa^(> 17, -Only a v.3ry sr7:all fraction of Che hundreds of thousamls of msn-made 
subsranr-os. biolorjcal wastes and other pollur.ar.Cs, that have been addod 
Co thp environrwnL has boon tested for toxicity to these marine diatoms 
(which arn a part of tho earth's source of oxypenV. , . And on page 18, '■Experts 
suspect that the increase ,in cancer is related in large measure Zo an ince -.n 
ir: exposure of the ; :njlation to cancer-causinf, agents in the envirorx-renr . ' 

This report was a prestige display piece of the National Cancer 
Tnsrit.utc and war. probably its most widely distriUjted publication when it 
camu out ^ip.ht years ago. 

While the American Cancf?r Society is not here asking for anything 
f'e same journalistic charges have h*}f : entered against the society. As a 
natrer of fact, under the law, the National Cancer Institute is charged with 
the responsibility of bringing into ihc National Cancer Plan the fullest 
irossible participation of voluntary health associations and we have been 
prc»'d to put some of our donations into joint ACS-NCI projects. The ScciPty,' too, 
has been indicterj by jourrnl i sts for Insens i t ivi ty, even opposition to the 
idea that man is creating his own dortth dealing snhstances and relling them 
to hir, fellow man. 

The truth is completely the opposite*. A search ar.d respect for 
the facts by any fair minded peiscn will show that Che hue ani o^ :; 
carcinogens today is attributable very importantly to scientifU Pork anc' 
announcements by the American Cancer Society years hr'-ore the f^'Jir^c 
car-e to the fore. With thn Ut*:- Rachel Carson .;he National Cancer 
Inr.ritut-n rh». American Cancer Sociorv has proljhly produced the most 



260. 



273 



r"s»?,T,-''h ' h,-r. h.if., nroiif.h: 'his rour.rrv Co roali/.f! '",-r< fio,»,'^ni<: nan,'OTi, 
T rit<> V:;? Ar/'^.ivM«; Fnvironrnnrii Hoal rh articli* h'. Iv 'x::^, SrWkoff, 
who ,'0- ^i;pport fron r ho Aroncjn Cancnr Sacintv^ and r. Cuvlnr Horin.jri.], 
Jrrj, ,ho uMr> on th.T l-lor.it?!:-.' r, payroll, anrJ J.-.^ob Churc, Ml), (inritlG^i 
'^'.ir': : nf>f', L 1 1 / oi Ar^jriiCf? Asb*?sros," 

I citr.- tiy i.n<? s.vm; authors "Asbo 5Cos fxposurr? ;ind N'oopl;>iia" in 
J n April f>. 1 9 , h-ir.J : y a J o h nay - cor,<» -1 a : y .ir c i c 1 o , 

I cif? .1 SeUkofr anfJ ifarrwricj ariic'i.? In the Amnricaii Journal of 
P'ihl', Ho.tlrh of 3aprn-bnr l9f,H rirl'tcJ. "Cor^naniiy Effocts of Nonoccrpac ic r.al 
EnviT-o-rcr.i al Asbpsto', Kxrosrjrn," Thf?r'^ w*?r»3 olhor ai cicln.s .uuJ tho study of 
th;'-. r\o \r .iri'l prnq^n- ■i.inf.fJr ron.r i iv-j.-ts . an. J conrinm's t;o rocoivf] So-iccy 

fh-i 'Joci'.'iv 'r, Ha'-jTHui! in farr tn..;rifind on Julv 30, l9f)^ hnforn 
r^.'? j'il <:(i-- ■• -on on Air and W.jrnr Poliiirlon of t hn Scn.itu Commicr.nn on Public^ 
Wo^v-; .t'-: -.li J, "fbcrr! is Toa^on ro .^MsptJci thar air conraninanCs of almost 
-ll; ran, in hi -.h arouiits, b*? ini-.-riotis ro hoalrh." H.? said, "U is now 

'ir:v ' p'.T tir.nvr vi rcn.: nnca T .J.iia on air pollut ion (both r.nnoral and 

tjrii',;i: :>r;:n.>,!,' ro\ : ,^rT.oc\ atid :;orrf?: .it r 1 with data on r.he hn.iUh of Indi- 
vid I lU." 

I roMld rjtn or; her .irciclt?? and r osc irony r«ivird i nr. vinyl 
rhtorilr. .i",'; t-on/.pyrnnp , Vhr r.?rnrd is onn toially of rryinp., and it 
i;> rloar. ,Mirn„e'l i . ,", in r.l.»rrini, \ hn pooyic t>f rhi:? roiincry Co rjxrrnmnly 

"•^h.u is h.. (Joiin aootir r. hosG d.inp.ors \r, anoLh(?r uiar.cnr, Hammond 
iiif <'n:;j vol v «;:'i(Ji.fd rhn .?pifJnT!iiolof.ic.H nvidi^ncR that aur.oirtobi 1g fuuwr; 
'n hi,-,h f'o".for.!.ration'. <mij5*' rho i nrirj-^'ncn of cancf^r ro \iq inflated. So 
far t hn. '^vi^or-ro is rnrat ^^'fJ , no rattnr how much wo all nir.hr ar.rnc on ochnr 
r.roniids tor -odoc i nr. funo.r. In :hn abr^nnct? of a reliable scicncfi base rnr.ula- 
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Cory action is certainly fraught uich delay, difficuUy, conflict and irrr.so- 
lutioa. 

Other cancer society-supported research casts doubt on the 
carrino.^pK: effect of sid^stroam cu-aretto si^oke. ThereforG the Society 
very circa'..sp€Ct ir. its statements about danger from th« other person's 
snoking. We stick vith Che scientific evidence and leave the decision to 
s-nokG OT not to smok« to individuals. We do not call for prohibition. 

The scientific diffiulties in approaching these environmental 
problems are enormous. The cancer institute found this out when it began 
on the project it defined, itself, of co^encin. testing the fl.w of chenicals 
into ' ^nvirorunent , 

The entire proRran cannot be jurteed on the basis of the lack 
cr conclAive achievements in this are... ^^Suoervi nn of contract work has 
been difficult where th« workload went up"" " while the work staff 

wont up $7%, 

OMB has work.uJ hard to keep down f.,der.a enployment and I am 
.-."re that .,ost taxpayers appla.d their efforts. In this case the overworked, 
r.r.aff has had a verv ditf.c.lt time supervising the work of grantees and ,. ' 
contractors. Site visits, report analysis, evaluation, checking on schedules, 
<.t...Ila»...,n,, delavs, these are chinas th.at need to be done and should be 
•Jone .u,.l. as u, have learned, in sone cases weren't done effectively. 

It IS inr.er.jstinr. to note that an the last National Cancer 
Advisory r,„ard meetin,,, tt,e limits of scientific penetration of the problem 
w..rn rerceived and rhe unanswered questions for regulation, for.tlvice, 
were faced, b„t progress was .ulnitt.-3d to be slow and unpredictable. 
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Mr. Ch.iirnan, tho. InsCicute has noc beflii idl*?. Earlier noday 
I nef^«3d 19 poun<]s of scientific reports from NCI , four voltimGS, I show 
yo\i or.i, h»?r^, produced, in recent years. The title of the volumes' is 
"Sur/^?v of Compounds Which Have Been Teste'j for Carcinogenic Activity." 
Study ar'ter srudy, t:hoijsan'!s of them, are in here. 

The problem is My one of interpretaOon, translation of 
anirr.al data to r.an, interpr^j i on of the dangar to man evgn when we 
knoy The facts of animal experimentation. 

Car.c^er ^ennration seems to take 20 years or more in most- 
cases, don'r know. Tn the best spirit of science, all scientists 
will withhold jud^^nt for many years under these circumstances. For the 
publir to 'loir-and r.iore, thai is worse science, means that decisions, regulations, 
♦r/<»n construction and preventive mear^ures of many sorts will be a drain 
on prario.is resources for dubious purposos, an invasion of other important 
prof',r.in budf^etr where ' lemons t rable bonefits mignt ir.sue. 

Whnn thfl signals are clear, of course must proceed with 
despatch* t don't think there is any record of reluctance in this 
sense on thi part of the National Cancer Institute. That I's why ue 
supper r rhe r^ontinuod healthy fundinp, of tho Nation.il Cancrar Program, 

Mr. Chairman, Jonathon Rhoads is an outstanding* physician, 
aflnini .^rra-or , oducator, and has boen named the Man of the Year in Philadelphia 
foi ^.is civic work apart from all his othtir duties. He neads to bow to no 
m.in for roward.s. They are based on his service; his achievements. 

i^n has bjen Chairman of the Nat ional Cancer Advi-jory Board 
since the Conqiinst of Cancer program lB|»an. He ends that service now 
.ind in .i statemont to tha Public Issues CommLttqe of the American Cancer 
Society two weeks ago said what I think is the best wisdom we can adopt 
at this point in medical history. He said, 
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"With this brief review/' he Riuimved up a half-hour speech, 
"I must leave it to you to judge whether the program in cancer which 
the American Cancer Society did so much to accelerate six years ago 
has been worthwhile. I think that if wu had not started it then 
we would certainly be doing so now." 

He do not need to start now for we are well along on our 
journey to the control of cancer in our country. This program needs the 
opportunity to continue with adequate support and without a tearing dis- 
tortion of its basic structure toward the goal for which we all iwpe 
and search. 
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InvrsrtKJltdiul Drug l)i.<.irjlHilti>ii 

I he Drv-Mon of C'.iiucr Trcjimcni (IXT) hj> ii.iJf>.iirii','i.l it> 
I'Milocol jn.ijM.iin,fAlriij; dislnbuiion pnluie^ diinnj; the pjsi ji-jr 
lu i.oiii|>ly v^ilh I UA rt.'«u|jl*oil» ^iij lo itijAiiiiixc llie jiiiuu..i ul 
itiloTiiulion «»bljiiu'd Irom sludi« will) druKS under IND ipon^ir- 
ih.p by IHT (orij;mjlly ti-porlcd in OCT \'cy> itf iter Wmihrr :\ 

The iicvt iy-itfiii. while UirctloJ toward rc^jrch. ^^ ri-ipun- 
M^i: to thtf iKcds «if prjt. tii.ii)K i>rn.«ilo);iilJ in ^itujiioii^ whore ttrljin 
iuvcitijcalioiijl new druitj lujy be needed for ihcrjpy. In idihliDn. 
il will Ijejhtjlc iinplciijoiiljlion of invcstiiunional drug rc^CJrth 
ptoyuni'. jl t-umpicheiiiivc jnd clinicjl eanccr ceiilcrs. 

B;iML-jlly. thcw thjinjc* have t>ctfn prodntcd by (.lav^ilyiii^ drti^^ 
njto three i jIi-j;ories whieh eorreljlc with prntneol jeeV|HjiKc/ilriij; 
Ji^tiihitlKui piitteies. 

I. (ironp A meludirs UnJipi in their iiniul pluyrs nl ehiiit jl 
cvj|ii;itioii I heit diit ribiilion h linnlcd lo Mudies by eliiiicjl tiin- 
trji tnr\ jiid eiMi|ieriilive liroups under the dirccl supervismn jud 
Milipujt i»l DC*I . {;i-ncr;illv. drup will rcitijin in ihiscjicgory 
llifi>ij;;h rtljse I jiMl ejriy PhjiC II studicj in perlincn! signal luinor\ 
bciore niuMny into firnup B. A deeiiion lo move j drug iiilo (*.r(»i>p 
» wilj ilefK'iul tin Hie IKT suffs av.seMmen{ of Ihe fompliftcncis oi 
Ihe (l.itj ohljineij during Ihcsc sludK-sunJ on a dcc'iiion nol to drop 
iliL* driiB liiini t-liiiKjl lestiin; fur dnij; wtVty i»r jdniinisintivc 

1 Gniup U tliiit;^ h.i^e uoiic heyoiul iiiiful Phuse II iludjes jnd 
Iij.e lucn tk-ciiiiil (il ihiiiejl iiilefe>i in ilii: New Druj; I.uhon iiie-el- 
niK^ Jiitl hyJKTsUlI. Scleetf.I (iroiip B drii|ii; will be* iiuJu jvjil- 
jhU- lo iii<.c\lij;jlors inilsidc llie IHT proj;rjins ihruti^li llic "N»,-w 
Diiift Studies tiietluniirn '* ThiS iiieelunism allows direeliirs ol' 
eoinpre'liensivt* jnd tlmiejl tjnct-r (.'cnlcrs, on j voluiil^fy. bjsis. 
Ki jpprove jiul lo jMiinie )hc rt'spoiisihilily lor riioniloriiii} pro* 
loetils Iroin alTiluifd invcMij-jinrs. 'I lie decision wlieilicr lo use 
Ihn niuthjiiisiii li.is l>UL*n luH lu the Uistrclion of uaeli t'aiieer center 
«hiei.lMr ijiniiji wilh j tlelemiinJlion ol the neoj-raphital ^tope- »i| 
dlhtijiej mvestiKJltirs). I lie IKT is isukinK |)ljns to exienj pariier 
pjtuin lo oilier It lulil iud taiicer eenli*r> iinl yel invued lo parlieipjli.' 
rinlher iiitoiiiutinn on lliu New Druj: Sliidtes nu'Llunisiii is jvjiljlik 
from Dr. Djsul Abrjliaiii. lnveslii;dlioiial Druj; Brjiuli, (TI.P 
D(T. NCI. (JOI 
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J. Croup Cdrup jrc jvjiljbic In inulifii«,r. rtY- 
ivlcrcd iiivcMl,-,tort lur spctifit iliwjsc inUic jlu)ii, 
under j jiuidclmc provrdcd by I)Cr jfter jpprtivjl 
by Fl)A. (They jre jKo avaiLblc lor te&cjrd) pro- 
Juc^J Jtudy ) Thcic jrc dru»;i which hjve vhowii 
cfricjt y jRJin^l J luriior type in mote thjh out* 
Mudy. whfth jlicr the pjtirrn ol\jrtf orihcdiwjw 
»n ijucMiun. jnd which arc safely jdrniniMctcd by 
Pf'prrly framed physiCiJns wifhoul rcjuinirg 
spc'-wlrzcd luppothve care laCilnies. For example, 
thii perinjis 411 invesfigjior lo rccrjve Cii-p|j|inum 
lur pjfiems wilh non^trminomafous tcslauljr c jn- 
Lcr or recuaeni ovarian Cancer. FDA-.ipproved 
guidelines 10/ ifie use of ihcse drugs jre available 
fium Ihe Invesligalional Druj; Branch. One rrtpon- 
»"hrl«fy .mplicil m usinc Group C drujts is furlher 
ilucumenlaiion of drug safely, and invcsliRjIors ale 
reiiufNied lo report aiJver^e dr\ig reactions promptly. 
No Dtbcr reporting is required 

rbtr.e policies are more rolriclive in acccplum 
»tiiilir% w.h certain drugs iGruup A) buf lemlcr 
"flier druK% inure acce\siblf fur rc.scaicli <itudy (Oioiip 
H> ur for cluneal need (Cruup C). Tlie aSMKm»u-nf 
t'l tlru^jn to each pruup i\ pcnodieaJly revised and 
iipd.jted, Kcadcrv will be mforined in Ihts News, 
leltri ofclianRfs in ifrug elassificaiion Tlie ciiiii iii 
cljiMtieafinn of druKS includes 

A. (;run|t A l)rii>;<t 



a lu.JK t.NSC 7I.SM J 
Ain>no-lljiaiIia/i>le 1 SSC" 4 72 ^1 
AMSA (NSC' 2-W)2) 
Anuiudme (NSC' 14 I 537) 
BniLi-anlm (NSC U.556.T) 
Clilofo/iiiocm (NSC 178:48) 
.M)«*a/juridmf fNSC \ 2(\H4'i) 
DiLliliirnallyl Lawsoiie(NSC 1^67 M) 
[JithloKtincdiutTtf^ate (NSC :'>b.U)) 
( ijllmiij^Nitrate (NSC I5:00) 
llycarTlKirte (NSC N:«>82> 
.Mjyt.uisinL' (NSC I5JH58) 

Misoiud;i/o|e (NSC' JftlO.WD) iturm. tiy ki>-()7-05.S:) 
Neocar/inostafm (NSC 1 57365) 
Rnbida/onc (NSC 16-IOtl) 

b. Cjrnup |( Oriii^s 

I Df.K-. i.i.mp U jyj.Ul.W ii...,„^h ,1.1- Scu H.u^ Smi.Iic. 
It.rihjlm.l 

IIjIim's Anlilnl (NSC l.l'J lO.Sj 
fl-TC.ilK* IN Si 71 :«,| ) 



MWMMllK 2. 



<»r«iiip li Dnim (cnn.t 
Camj)iiiiliccin INSC lOOKhO) 
CyclocyiutmeiNSC M5068> 
i)iaiiliydro,uUliloMNSC 132313) 
J)ihTomuilukilol (NSC' 104K00) 
Onuiiinoinaiinifol (NSC <M I (JO) 
I)i>rJycuiililIchyde(NSC I l«^>'M) 
l-.lhult's U**Si)lufion** (NSl V-7) 
ICKF I5'>(NSC \ 2WA3) 
Melphalaii (i v.) (NSC 88J6) 
M«;ihyU:AG (NSC 3:946) 
Sirc-ptomxiin (NSC 45383) 
TMCA (NSC 30354) 
Tubereidm ^NSC 56408) 
VM-:6(NSC 122819) 
VI' k.-2 13 (NSC 141 540) 
Yuslii 864 (NSC 1020271 

: Criiupli jruitiav4iUble»,i/v ui l)(T c»»iiUjci:ii^ .11 

JtlVC fJOUp Sludlrv 

A/aserme (NSC 742) 
UCd- Cuiiiianghl (NSCUl 16341) 
HCC; . Pasteur (NSC Ul I632MI 
BCC-Ticc (NSC »l 16327) 
Caleiiiin l.fiicovnrin (NSC*3V)0) 
C J'arvuni (NSC 220537) 
CycU.lciieine(NSC 10261 
- OHiMNSC 3070) ?ur? .A^— 

lirwiiiia AsiuraRina.e (NSC |0/.^J7 7) 
Estradiol Miisfaidft INSC I I22S')|:J 

Fforafur (NSC 14895S) 
iMipliiisphamule (NSC I0'J7:; \) 
Levamisule (NSC 177023) 
Mer-liC(; iNSC I4376«J) 
6 M-icapUipunMe (i.v.) (NSC 755) - _j 
-*4r'Hn(ili'^Ji;' niijili |>nse)(NSC ''40 J 
I*!K*rcilriiu'?t (NSC I044(i')» 
J'lpera/itietlioiie (NSC 135758) 

'"isnlniiii^ 1 ^ "IC VI.'; H ) - 7u- ► 

*^»thii>niii,-t l,MS(.' 

Piucarlu/iric li v j (NSC 772 I 3j 
l*yru/;irtirin (NSC I4.UJ*»5) 
Kirainyciii SVff (NSC 133100) 
C Ciroiip C Oriii;-, 

A|ipr<ivril liiiheafiiiii 
5-A/;ieyli.liite .Rv'liaclury AML 

(NSC- 1 028 I fit 
L-Jsparj;:in.ise ALL 

(NSC IO')22^^) 

'Hri«fw> rl J rtr jrj il oo iir^ iPu.t.n miM Pir m r.'iii.tl in* j ,.. 

I Spri>«l lo'Diulitliari 




279 



CrtiupCt)mr>»(con > 

DaunomyLin 

(NSCH:I51) 
Sireptn/utocin 

McCCNU 
(NSC 9544 1) 

Mexamcihylnidjininc 
iNSC 13875) 

('is platinum 

'NSC I 1^875) 



. AML ami ALL 

. Ivlel L-ell L-jrciiiuiiu 

of the pJIKT^Jk. 

.CjrciMuMi^ uf tlic L'oliin 
and stomach: niclanomj 

.Ovarun carL'inoma 

.Nunwrnmumjiuus tes* 
tiL'uljr carL'in»in)J. 
ciraftory uvari-m 
L-jiLiniii:i J 



Crimp A Drugs • liniilL-J lu DO 'inppiUCL'd 
HJusc I and cjily Huw II ^ludicv 

Crtiup D Drug* - available tor hlc I'luw II (juJ 
I'L-yoiid) \tiidiL-v by L.Hiptfrjtivc ptuip ijiL-inbcPk. IXT 
v-'intracttiiN. jiid for LL-ruin drugs. LatiLL-r-cctiicr- 
JtllliatL-il tnvL'vti^iore. 

Criiup C Dings ■ JvmbblL- lu pliyMLijns who 
JiMVI the tullowiiiK rL*t|uirL-inL'iiti. 

1 A (itiy»iLijn iniJr; rc|!iitcr,.-.l wiih rlu- 
NjIj.Mur CiMCL-r liiMiiiii, ,n m\vsti>;ji,M hy 
luvintj LOinptLiftl jii l jonn !57J, 

- A writtL'i* ict|ucNt Jtir the druiJ muM he iuh- 
mil led iiidKjrtnt; the .ii»<jw fu tv rrealeU 

^ rhf live or tti.: itrug. h,- hi»ii:L-.J to rn.h. 
.-unitu <iii|iiiu-d III tJjcy.m.k-hnei tlijt will K- ,„u- 
to lilt- iilveNli^jiur. 

4. All jilvLrn: rL'jLtinns lUuit Ik- iLportLiI |u 
IIk- lii\CNlii:jl»>iul Drii^ BrmiLli. 

l or ttiiihLi iiiftiriuafuin. (||cj>l* ciiiilj».r 
Ur Vu.,.c.it liuiui.C hu t. liiVL-sljt;atiuii;il Drtig 
HijiilIi. »u<Minj;.l7. Kmim ^t|>:(j. \|||^ 
ll« lliLMl.i. MjiyljiiU J6f>l4.( JOI) 4'>t.-5 JJ.t. 

Ovsrun C'jMCL-r Stiiily 

Ilk- in,-,nhL-,v..nr... \i I ...nU.ul^.ippo,U..| 
(Kanai, C.M.cr SuiUy (Irnnji :,v .nrrnillv .v.hurint. 



«"'«: «iptmu| .taping and therapy of Stage I and U 
L t'«thehal ovariJii carLtnoma. 

Surp^jl irealnient by cxpcnciued invotittators 
the pa^l hai ihuwn disappoii-lin^ rekults with 
S-yt-ar survival rates oi 01 perecnl ot the patarit^ m 

j"" lA. StI tiL-rLVnt III Sljgc III. and 43 p^-rcent 
in SJagc IC. tn a number of small nonmndumued 
^tii.liLS in a selected group uf patients, where citht-r 
njelphalj,, «r iiilrapcrHumral^topcs were admin- 
istered folluv*iog surgery, somf benefiL-wI L-ilecli 
havr been riuletl. Tliis iiriprovement lui never hccn 
demonstrated w,th precisely kUged pa.iLnt> i,. a 
prospL-Ltive. randoinize»i clinical iruil. 

One M«ic%liun to be answered is the lule <i| prruw 
Ntjging. inLhidingpcrituiiei»eopy,p<nt»iiiLMl thud 
cytology. and omenta^ |X:lvie. and subdiapluaKnutu 
'Mupsies. The other goal is to determine the rolr ol' „a 
further rreaiMu-nt v. iiielphajjn m Sliige lA and III. ;,uj 
iii».-lplijlan V. chr.iiMie phoxphate in Stage IC and II. 

If ynu an- interested in the referral ot siieh 
paliciics who ;,re untreatt-.l with re>peec tu ra.li.it.oii 
or chemotherapy and are within J monChs of their ~ 
primary ilijgnoiis, you are urge.l tu c<mtatl rhe 
re%ponsiblc investigator at the partieipadiig in^titii- 
tiitn in your area: 

• Mayu(liiiic.K»vhL-s(er. Minnesuia-Dr Dim.I 
Decker. (507) .^8:051 I 

• M Aiiilersoij lldspital. lliiustuM. lexaN • 
Dr. lien Crecr. (7 I J> 7«):.:770 

• Mediehic Hr.inch. National lnMilutes»if 
Health 'l;r Riibert Young. (.101 I 4«)6-4«Mt> 

• R»i>well I'jrk Memorial. Uiiltahi. New Y»irk • 
Dr. Joseph Harlow. (7U,| «45-5784 or 
Steven hver. (716) 845-31 10 

It yuu Uc.nc liirrher iiifonnjii.in ^uii^erim,>; iiu- 
piutocol. pleaw eiinraLt Dr. Alan Keller. CImml.,! 
Invesiipaiions Uraneh. National Oiieer hiMiini.- 
tJO|)4%.>5::. 

Ctirrcciinii Aliout PALA 

Several reailers bmught t<i uiir alte'nlmii lk,,, 
iii«f'7",Ve»»'.v/t;/,T.Vi»»i/i,.r./(Oetober 15. I'>77, || 
wax ineorreeily stated that I'ALA (plnl>I»lll,tn».K,.,JI- 
L■.l^paltate. NSf ::4I3| I iiitiilHts ■•;l»eLn/>Mie- 
eatjly/ni}! iing eh»iiire i.i,/r.;oi» fiyiimi Jitit- hu.. 
NynihestN." I'AI A. in faet. ..iliiMv the en !,.,(„ 

syiithfMt (il'eaibaiiiyl jnjKi, l.iCe (^ii »»f»Lii-vli.iMi , ■ 

ptiiiiidl. winle the riiij; ehiM.re tieeuiN in iht- m yi ^(. p 
111 the pyniniihne liin%yiithetie palliwjy (tlie tuiiii.i 
tidii oi'dihydroduiiie aeidi 



M\\Mi ri»ti :\ 
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H)A SI us 



J.NI) Subiiiittioii 

An IN(; ;or H \LA ( NS( : ' » i ' I I a j-Mi J u n 
ffu- j iiiixi jiiii |Jrijj( ,\.timitiNtijh>i.i Mil I !nhi r : 
I '•'''7, i 'tit i^ J Inijd ; :i'ifity Jn,!*' Ill l»( t prr 
vf .tn .n.; ,t tijv i.i-'.-ti UM|,i-.'>tcJ (li.li ill- A.JiJjy 
- Jifi!'^ l.erii'.J If *jivcj hy Mj \ [ici iul fjjuil 
»: -MH K, ol J'hj^e I Jinujl irul. 

? "i* 'rirril {M) -.ubtiiiiiiwui It .m" hern -ipfro^; 
'■ - } .m;.J .iiuI l>ru({ AiIniiniiJrjiii.in n r 

■ »'> (j/i i.p liii:dJ/i«ic INSI S I < I. jnd 
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CANCER SURVIVAL AMONG WOMEN BY AGE 
Canctr DI*gnoMd Among White FematM. 1950^9 

ALL STAGES OF DISEASE 
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APPROPRIATIONS IN THOUSANDS 
TO NCI AND TO NIH 
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APPROPRIATIONS IN THOUSANDS TO INSTITUTES 
IN NIH OTHER THAN NCI AND NIMH 
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THE 66 SUSPECTED CASES OF WANTON 
OR UNNECESSARY SURGERY OOWN TO THREE 

Now ii t urns out Ihjt the inr;iiiiuu« 6b Urcj^l 
. ■ CjiKcr Oeleciioii DcmonsirjUon I'roieci casos in 
which vv<Hiicii supposedly wen* dupcil inio luvmn 
t iiunUti luiii ics jhlioonh ihcir hitiiori Wfri* heiuVn arkr; 
rt'jny miiy ITrmJ^TfltnTr--— : 

1 he oil suspected tyscs were fotind by pjiUolo- 
ifisis leviewitit: 50h ej«5 ol' ininiiiul cjrieer-one 
lenliiiKMcr or tess • ol'thc 2.'tK7 cjmrers deleted so 

t;tr 111 ihe project. This rcvicw^vjs conduct cdJiyaiit 

Ht'jiirs \Vi)rkiim(Voiip under its contrjct wtih Ni> — 
to uVc a lurd look at tlie project, cspccijlly the 
niaiiliiii>^rjpliy aspects. The patlioloi-y review w;i< 
cniuliKled lustily so that it woiikl be ready for the 
consensus nieelirit! last Sepieniber. when a pjticl of 
scientists and lay persons was convetic<l to develop 
recoiiimciidaiions for the project's operation. 

The Heahrs report noted that the patholoi:y 
review had fonnd Od cases In wlijcli the wofkiii{> 
woup pathuloiiists. looViiiK onfy at the sljilesand 
Without .H:cesi lo any oilier information ahnui the 
c:ise«. had ileicrrmpcd tlu* tumors were mil mali^* 
Mailt. 

Although Oliver lleaiiu.-heatl of-^ieral surnery-at 
the Mayo Clinic, .(Mftitioned that this was a preHiiii* 
nary Report and iieedcil furiher stnOy; critics such ;is 
the Nader organization picked it tip and ruslu^il otil 
en damn NCI, Atiiericm Cancer Society and the 
ruedie.ll profe%siort in tjenerai, 

Ader the consensus niecluin. Ueahrs put hisi:i oiip 
hack to work ru-reviewiny the Oh cases. The final 
rejkirt will he released next month; here ii what it 




286 



wjlj ijy. licjliu loUl (he Cimer Conlrol JL Kilulnli- 
uiioii AdviNory C'otiiumuc 

Ol ilif u(i k.jscs, iwo wcic III ihe j-ronp's unl 
report l/cijusc ol conipulcr error. TJut iiil li) M tlu* 
niinihcr of tasirs m whiili women wirc ircjiiril tor 
brcj'.i i-jnicr ;jliriuugh ilicir tutnois were thoiij^lrt. in 
llie rtrsl ri'Vicvv. lo t>c hciiii:ii. 

- The Kioup ubijjiicJ jddittotijl, leprf-^iilanve 
slidi's on 38 Ol ihc ijscs. "Why Jidn't jscl ilicm 
oriBinjMy?" Hcjhrs a)iniiiciil?d. •bccaun: ol lime 
wonslramts " Also. Sinnc vluh'i w^rc riol considered 
bccjuv: ihcy were nui oi the onumaJ biopsii-s bui of 
brejsi hssue ;jfU'r ihc brcj^i rciiiovrd. 

In reviewing ihese adduioiul 38 c;iscs. Ihc Ueallrs 
pjlholognis agreed Ihji lo were nialigiianl, afier jll. 
riial icduci'd Ihe nojiihcrof uuciJionable ta«s iii 
48. 

Of iJiosc 4«. irie pjiienis* physicians m 1 1 e.iscs 
lic^ided Hut sint-e th^y were bolileriine Icsioni. ihey 
would not Irejl hy inaskMoiny, So II oMIie h(i 
orij-m.il suspeelcd Cjsi's did not havr iheir bre:isis 
reiiioveil. 

- Thai leuueed to 37 the nuinhrr of cjscs m wliieh 
tnjsleetoinies were peiforined. "reektcsi.ly and 
imtiece'isjrily." the crilii's iliargcd. However, of ihow 
J". Ilie rwo st;n;e proeediire w.a> folkmed in ,^0 . 
tjses This involved hiopsy. followed from one day 
to seven moiiJhs later, by mastectomy. Preiurnahly 
duiins Ihe micrvals. paiholosiMS. treutmi: physicians 
.iiid patienK carefully tonsidered the henigrt v<. 
iiuh^nanl issor and rre.ilnieni alteiit.iti\es. 

Of Ilie 30 clioosini; ntasleetoriiit's. tlier^ w.ts ton* 
Linience hy liospital ,iiid prujeet pJlltoloiiutA-Uijhe 
dutiiosis in :5 eases. Outside pjilioloi;ists w vt-: eun- 
suited III t 5 cases, jnd almost :ill considered rlie 
ksions niali«n.ml. Ueahr> saul. I-ilieeri of Hie 30 liaJ 
simple Diaslecloinitfs. M jiiodrrted radical and one 
laJieal. 

Of tlie seven Cases m which biopsies were fol- 
'lowed iniincthateJy by mastectoinifs. IK ODl' 
patholni-jsts .ipreed wrth the hospital putholuitrsis 
thai the lesirtns were ihatiiinani ill iwo inslances. 
'.Slides were not availahk' m two oiliers. 

ricijecr palliDlojjiSis were in disagreement willi 
rlie Iiospiljl pallioloftists in the retnaming three 
caset ihai is. the hospital patliotonuls determined 
after biopsy that Ihe tumors were cancels and mas- 
rcetomies WL-re performeil iiii mediately: and project 
palliotosists later said they vtere beniitn. Thus, ihosj 
lliTfe were Mie only apparent cimts in wijjcli women 
underwent treatment Ihat niay not have bern neccs* 
sjry without carefully consiJcrmK the iks«e$ ami 
alternatives. 

There are those who will conteml that even tlirt-e 
IS tdik many, out of 506. and they aie probably linht. 
Hut tlu> final resolution of the 6f) cases demonstrates 
that the earlier polemics, were not justifitd. 

DCCR Director Diane Fmk pointed out that 
HCOI>|» torning up a large numher of the small 



ksiuns. compared yfcjth data in the MT SLHR study 
and the HIP study iii New Vork. ,■ 

"Tlu- Ueahrs review tends to dissipate the char|;ec 
that the project has led to a alot of unnecessary sur- 
fiery." conimeiitej advjsory commitiee member Saul 
Cliisherg. "That's not the main issue. The main issue 
is whether Oi not mammography is the alleged 
lui/ard." Giisberj: noted that women arc being 
strcened in tJie projects with as little as .2 rad, and 
that Ihe 3veta;}e is now down to .5 rad. 

••When they say it js a question of benefit vs j 
presumed risk, they should say questionabk risk," 
Cusberg said. "Physical c;iamiitation does not h3v,e 
the capacity to dctcimine lesions to the same Jegrer 
o: accuracy as mammography. I wonder if we're no{ 
negkcting the 40.50 age groop (which receives mam- 
mography m BCDDP only iPthey hnve a personal oi 
familial history of breast cancer), where we could 
possibly find early lesions and employ more conscr- 
vjtive surgery.^' 

Committee member Sam Shapiro said, '•There is .j 
strong consensus that there is a ri>k. although ilie 
question of magnitude of risk remains. It was con- 
cluded (by the con«nsiis panel and others) tl.ai thcie 
is no scientitk evidence of benefit to the group under 
age 50. The consensus report said that NCI should 
give higJi priority to rewarch on the use of mam- 
mogtaphy as a screening techniqoe for women under 
ago 

"We do have the nugget, that there isa positive . 
benefit for women over SO. as a screcniiij? package, 
including niammu^raphy and physical exammation. 
Woi:ien over 50 should he aware' that there is a 
I'encrit" 
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PART II 



AN OPPORTUNITY FOR 
CANCER PREVENTION 

Chemical carcinofirenesis, the production 
of cancer by chemicals, is part of a larger 
problem of the hazards facinj: man in today's 
environment. Ecoloyists. who specialize in 
study of the mutual relations between living 
things and their external surroundings, have 
warned that man is jeopardizing his very sur- 
vival by continuing to pollute his environment 
at an accelerating rate. 



There are dangers in addition to that of 
the extensive illness caused by loading the 
atmosphere with enormous quantities of pol- 
lutants. The thin envelope of air, water, and 
soil that sustains all earthly creatures may 
be changing and, ultimately, the ability of . 
the earth to support life may be destroyed. 
Blocking of vital cycles that link atmospheric 
elements and living organisms is a possibility, 
ecologists say. 

The oxygen cycle, for one, may be affected. 
Oxygen is produced by green planU by the 
process of photosj-nthesis and some 70 per- 
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cent of the earth's annual supply is produced 
by certain minute ocean plants. Only a very 
small fractibn of the hundreds of thousands 
of man-made substances, biological wastes 
and other pollutants, that have been added to 
the environment.has been tested for toxicity 
to these marine diatoms. There is some evi» 
dence, for example, that the insecticide DDT 
can suppress photosynthesis in bodies of wa- 
ter. One ecologist recently made an estimate 
of the oxygen babnce within the borders of 
the United States. He found that the amount 
of oxygen produced was not Quite 60 percent 
of the amount consumed, and concluded that 
this country is absolutely dependent on oxy- 
gen produced outside its borders, mostly in 
the Pacific Ocean, and brought in by atmos- 
pheric circulation. 

This is only one illustration of the' broad 
concerns of experts in many fields, such as 
ecology, medicine, and geophysics, for the 
kinds of changes that man is creating in his 
environment. In the main, the concerns derive 
from two major trends — mushrooming spread 
of pollution and the so-called population ex- 
plosion, which is partly responsible for in- 
creasing pollution. Estimates suggest that 400 
to 500 new chemicals are added each year to 
th« half-miliion already in the environment; 
uiid that Uie world population, which during 
the summer of 1968 passed the 3.5 billion 
mark, will double in 35 years if present rates 
shoulW ciontinue. 

I^ecogiiition that man's relation to his 
environment is one of the mc«t im'portant 
problems facing society today has resulted 
in intensified efforts by many groups, both 
within and outside government, to achieve 
better understanding of the nationwide and 
global consequences of pollution. With such 
information at hand, successful methods of 
preventing great and perhaps i: reversible 
damage to the environment can be devised. 

A major development was the enactment 
of the Air Quality Act of 1967, administered 
by the Department of Health, Education, and 
Welfare, calling for a coordinated attack on 
air pollution on a regional basis. Under the 
act, the Department has designated air quality 
control regions in metropolitan areas, and the 
States and the District of Columbia are re- 



quired to adopt and enforce air pollution 
standards based on criteria for air quality 
issued by the Department. Criteria for sulfur 
oxides and particulates (solid or liquid pol^ 
lutants) have been issued recently. The act 
also authorizes national standards for motor 
vehicle emissions, activities in support of 
State and local agencies for control of sta- 
tionary sources of pollution, and continuation 
of .surveillance and data gathering activities. 

On May 29, 19G9, the President announced 
the establishment of an Environmental Qual- 
ity. Council and a Citizen's Advisory Com- 
mittee on Environmental Quality, whose func- 
tions are to advise him on environmental 
quality matters. The CouncU is chaired by the 
President, and consists of the Vice President; 
Secretary of Agriculture; Secretary of Com- 
merce; Secretary of Health, Education, and 
Welfare; Secretary of Housing and Urban 
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Mr. KOGKR.S Tlmnk yon vary much. Dr. Bvrd. for a vovx pxeellent 
statpmont jind for giving us an npdiitp on wlint is Impponing in the 
cancor ne)n. i i <- 

Dr. Carter? 

Mr. CAnTKH. Thank yon. Sh: Chairman. 
. Yon feel that a serond opinion is necessary before forcing patients 
m nonsnrgical treatment for cancer? {, puiumh 

Dr. Byrd. Dr Carter. T have grave donhts ahout tlie second opin- 
ion as a goneral program, hecanse it forces tlie patient into doctor 
sfioppmg, which IS reasonably futile. T have suggested to the patients 
in my own exner.ence that thev find someone in whom thev have 
confidence, and not t,->- to decide for themselves what tvpe of treat- 
ment^ they want. This is a little a,.art from what yon ate speaking 

T don't know how we will e\er satisfartorilv work out a second 
opmmn program of a major caliber. a second 

Mr. Carter. I see. 

Will therapei.tic cheinotherapy alternatives in some cases, actnallv 
cause additional cancer? ..>v-iiiuiiv 

Mn^nv TltTf-f^ A""? V'"-^ ^^"^'"^ '^""^^ "^'""f that. 

Many of the agents that are used, in managing cancer patients, arc 
m themselves carcinogenic. We are seeing '^low. the figures a r^ off 
he top of my head, that the survivors of one childhood cancer who 
have b<.en treated w,th chemotherapy, are now at a period of T, to 10 
years beginning to show up with .second cancers. So we have this 
constant problem tlmt we are dealing with, very difficult and danger- 
ous agents, and their use mn.st be well defined ^ 
^ The study which T am referring to began at 5 vears. and was for 
o \ Oft rs on, . * 

, Mr Cartkr. If you have a cancer of the bodv of the uterus, there 
f T ^'"'''l' atliacent to the area of the fallopian 

tubes, for example, would yon advise that patient to have X-rav 
therapy or chemotherapv before surgery' » laj 

nf^L^,T!!n; fi'^'^M - ^ ^ ^^.vnocologist. but, of course, one 

of the great benefits that <s coming out of the National Institute's 
Piograin is ,ts concept of cancer as a mnltidisciplinarv problem. 
Yes T would sugge.st that such a patient have radiation therapv 
prior to any surgical procedure. ' • 

Mr. Cartfr. It might be susceptible to clieinotherai.entic a'rents 
and you might even n.se that. '^^''^^^^ 
Dr. Ryrd. Tt is certainly not beyond the realm of possihilitv 

,1nn/Tr"'T""' ^""g''"f"late you on the work that von" have 

(lone. Thank yon so iniicli. 

Mr. RoGKKs. Mr. ^faguire wanted to ask; do yon agree with the 
current feelmg that a great many cancers are caused bv environ- 
mental factors, and arc. therefore, preventible' 

The second part of it is: would it not follow that more effort 
shoiild be put on prevention bv the NCT and the ACS' 

Dr. Byhd. Mr. Chairman, the general concept of environmental 
cancer .s based on a worhlwide experience. T am getting a little phil 

anTvie;'\?.^" r''" Tl"""^" r'-^'^"'''^^ iiuilencf of c„nce?of 
ail types. As jou know, this varies between our country and others. 
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We have, more in Rome inPtfinco?. aihl loss in some otliors. This dif- 
foronco is thought to bo onvironniontnl for one ronson or another. * 

If this is true, tlicn somethin^r like SO percent of all cancers arc 
environmental in origin. We are doing a great deal about some types 
of cancer, as far as our study, as far as our dedication. T feel that 
tliis is a particularly fruitful area for study by the National Cancer 
Institute, and the American Cancer Society has made dedicated 
elTorts towards it. 

Rogers. Thank .you. 

What about . the comprehensive cancer centers, do you think that 
they are currently an imi)ortaut part of the cancer program, and 
are they doing their job well? 

Dr. ^Yi;D. I think that your couunitteo will hear a great deal about 
these things. I think that tliey are an essential ])art of the cancer 
program of the United States for the research that they are doing, 
but so uHirh more for the training process that they are involved in. 

^fr. RocF.ns. It has been proposed that .l)asie research along with 
the clinical research should be included in tlie core grants to the 
centers. AVould you think that this is a good idea ? 

Dr. Bvnn. One comes constantly into the difTerencc between basic 
research and oriented research.There is a great need for basic rc- 
seard/into cancer problems, but tliijj:. may Ive subdivided in itself. 

T think in many instances the cancfer centers have this basic capa- 
bility, and the capability . of carrying research on into clinical ex- 
perience, and the ability of those with clinical experience to counsel 
with the basic investigators in the early stages of their study, which 
gives t!tem a unicpie role. 

^^r. EorjKHs. Should we include asMuembers of the Cancer Ad- 
visory Board individuals who are experts in en\'ironmentally caused 
cancer? 

Dr. Bvnn. Very definitely. AYc need , people with that capability. 
Dr. Bruce Ames is on the board. 

ifr. Eoor.iifi. Thank you so much. are very grateful to you for 
being here. 

The subcommittee stands adjourned, to recon\'enc at 10 o'clock 
tomorrow momiug. 



[Whereupon, at 0:05 p.m., the subcommittee adjourned, to recon- 
vene at 10 a.m., Thursday, March 2, 1078.] 
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BIOMEDICAL RESEARCH AND RESEARCH TRAINING 
AMENDMENTS OF 1978 



House of Representatives, 

SUBC:0>tMrTTEK ON' HlCAT.TII AXD TlIK ExvaROXMEXT, 

Co3£MirniK ox IXTEKSTATE AND FoREIGX CoMMERCE, 

Washington^ D.G. 

The subcommittee met, pursuant to notice, at 10:25 a.m. in room 
2322, Rayburn House Office Building, Hon. Paul G. Rogers,, chair- 
man, presiding. 

Mr. Rogers. The subcommittee will come to order, please. 

We are beginning our second series of 3 days of hearings on H.R. 
10908, H.R. 10100, and all similar Iffils to revise and extend bio- 
medical researcli and research training authorities which expire on 
September 30, 1978. 

Today the subcommittee will hear from several panels of dis- 
tinguished individuals and organizations. So, we are very pleased 
Jto have our witnesses l.>ere today, and we would ask Dr. Edwin H. 
Lcnette, chief. Biomedical Laboratories and president-ekct of the 
American Society of Microbiologu to take the stand. He is, I believe, 
accompanied by Dr. Cox, who /s chairman of the Public Affairs 
Committoe. \ 



We welcome you gentlemen to the committee. Your statement 
will be made a part of the record in full, and you may proceed as 
you desire. 

STATEMENT OF EDWIN H. LENNETTE, M.D., PH. D., PRESIDENT- 
ELECT, AMERICAN SOCIETY OF MICROBIOLOGY, ACCOMPANIED 
BY C. D. COX, PH. D., CHAIRMAN, PUBLIC AFFAIRS COMMITTEE 

Dr. Lexxette. Mr. Chairman, thank you for the opportunity to 
discuss our assessment of the H.R. 10908 bill, the Biomedical and 
Research Training Amendments of 1978. 

I am speaking as president-elect of the American Society for 
Microbiology and I have with me today Dr. C. D. Cox, who is 
chairman of our Public Affairs Committee. The American Society 
for Microbiology is composed of ovei* 27,000 members who con- 
tribute to the applied fields of infectious diseases, clinical micro- 
biology, industrial fermentation processes, ecological microbiology 
and food technology-, as well as the fundamental areas of immun- 
«logyi pathology, genetics, virology, oncology, microbial physiology, 
environmental microbiologj', mycology, and host parasite inter- 
actions. -^^^ 
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As chief of tho biomodica] lal)ora(orios of tlie California Depart- 
ment of ITealth, T liavo liad to deal with manv issues involving both 
of the Institutes mentioned in4his bill, and w'ith problems involving 
I>ostdoctoral training under the XRSA program. I should also like 
to express my a])preciation for the opportunity provided the Public 
Affairs Conmiittee of the American Society for Microbiology to 
work in the past with this and with other congressional committees 
on biomedical research issues, and to assure you that our interests 
in the subject of biomedical research are both broad and abiding. 
I niention tliis with specific emphasis lest anyone fefel that our^ecent 
activities in recombinant DXA legislation 'may represent our only 
major concern, 

^Let me begin by stating that we generally agree with the 3-year 
extension of the authorizations for the National Heart, Lung,*and 
Blood Institute and the National Cancer Institute at the indicated 
dollar figures. We are interested in seeinnj an indcpth review of the 
biomedical research activities of the National Institutes of Health, 
and \ve recognize the inability to accomplish an adequate review in 
a period of 1 year. Therefore, we favor in general the 3-year ex- 
tension period. " / 

We also agree in general with .section 302 of title III, inasmuch 
as we favor the return of the National Cancer Jri.stitute to normal 
status as one of the National Institutes of Health. W^e would also 
favor the return of NCI to the normal NIH budgetary process. 

.We .strongly favor .section 401 in title IV in extending authoriza- 
tion levels for the National Research Service Awards at the recom- 
mended dollar figures. Wo are particularlv plea.sed with section 402, 
which would provide that the Secretaiy of HEW determine the 
subject, areas in which awards- would be made, after taking into 
consideration the mo.st recent results of the NAS study of.research 
per.sonnel needs. 

We have commented at length concerning the NAS manpower 
report and especially on deficiencies regarding our own Society and 
science. As .stated earlier, the American Society for Microbiology 
enjoys a membership of over 27,000 microbiologi.sts with about half 
holding the doctoral degree, and about half holding bachelors or 
mastei^ degrees. The latter two categories were not covered in the 
1076 NAS report, nor are they covered in the 1977 report. We con- 
tinue to believe that the absence of the.se data* is a serious omission 
becau.se of the inability to predict future needs without knowledge' 
of the manpower pool which feeds predoctoral and, postdoctoral 
pro^jrams. 

We .should not ba.se our recommendations for training funds for 
the next 10 years .solely upon existing market demands, when 6 to - 
10 years training after college is required to complete the training 
of competent biomedical scientists. The NAS committee's 1977 re- 
port recommends that predoctoral -research awards be reduced to 
4,250 by fi.scal year 1079, a decrease of 20 percent from fiscal year 
197f>. . ^ . J 

Further, the report a.sks that support in predoctoral research 
training be given broadly among the ba.sic medical sciences. The 
deliberate cutting back of predoctoral research will have a deleter- 
lOusyefFect on medical microbiology, and indeed most of the ba.sic 



293 

bioriiedical sciences, and many cause irreptirable harm by depleting 
manpower pboK whfch has tniclitionally supplied postdoctoral 
manpower markets. /V 

For several years we have been hearing a great deal about, the 
on-ag'ain off-agjam support of basic research and of basic research 
training of scientists. The same spigot effect when practiced in 
traineeships and fellowships is equally harmfuL 
, Applying the_ skills necessary to conduct research in complex 
' scientific' disciplines requires a minimum of 6 years of on-the-jolx 
training — approximately 4 years of predoctoral and 2 years of post- 
doctoral training. , In our experience, young people of the caliber 
sufficient to perforih., productively will not enter a field in which 
remuneration is markedly less than in other professions unless they 
are supplemented financially during their training. We therefore 
strongly, urge the implementation of a stable research training pro- 
gram that would permit support' of -young scientists in numbers 
.adequate to meet the future jhcalth needs of this country. We dis- 
agree that the p^'eserit level of support for research training is 
sufficient, and we contcjid that cui;rent funds for research and. re- 
search' training arc inadequate. 

Therefore, it makes a great deal of sense to us that the Secretary 
of HEW should have the authority to determine the subject areas 
in which the awards shall he made after giving due consideration 
' to the most recent results of the NAS and other studies. 

We do have a philosophical problem with section 472(b)(4) in 
that we think it. is e;lucationallT unwise to encourage a 5-year term 
for predoctoral study. We fealize that the. average length of pre- 
"doctoral training may be 5 years or slightly more; rievertheless, we 
question the philosophy of oncouraginjr this length of predoctoral 
training. However, from a practical point of view, we feel that this 
is an educational problem and that under the present situation we 
would concur with this section. 

We agree in principle with sections 472(b)(4), section 404, and 
section 405; liowever, there are two or three items which deserve 
additional comments. 

One, On September 6, 1977, the Internal Revenue Service issued 
a formal ruling which held that all research training stipends paid 
under the National Resortrch Service Awards Act of 1974 were and 
•are fully taxable — awards received by trainees after June 1, 1974, 
The IRS ruling applied only to taxes on research training awards 
made under the NRSA Act by NIPT and ADAMHA and not to 
awards made under other authorities or by private agencies. In the 
pa.st, recipients of research training stiponds who were doctoral de- 
gree candidates had been allowed to exclude their awards from tax- 
able income, >po.stdoctoral recipients have been permitted to exclude 
up to $;>00 per month to a maximum of 36 month.s. The initial as- 
.sumption had been that the 1074 act did not alter this situation. 
However, the 1074 act includes a "pay-back" provision and the 
IRS, in its September 1077 ruling, held" that the "pav-back" makes 
the nwards fully taxable, retroactive to 1974, 

The Association of American ^Nfedical Colleges believes the IRS 
reasoning is faulty and has .sought— though ^without success— to 
obtain a reversal of the ruling, working with other academic organ- 
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izations and through its attortieys to effectuate this end. Our Public 
Affairs Committee is supportive of their efforts and is working in 
concert with them. 

Having failed to achieve a reversal we are now seeking to have 
the NRSAs included as part of the comprehensive study of scholar- 
ships authori^d under the 1976 Tax Reform Act. A studv is being 
conducted by the staff of the Joint Committee on Taxation to assist 
Congress in developing a uniform policy for all such aid programs. 
Pending completion of this study and further Congressional action, 
scholarship programs included in the study are exempt from taxa-. 
tion as before. 

We have jjist been informed that Senator Gavlord Nelson, Demb- 
crat. W isconsin. has recently provided an amendment for an ap- 
propriate tax measure. We a]pphiud such action and urge that other 
congressional committees and their staffs support this effort. . 

Two: We are particularly concerned that language of this bill 
take into account first those predoctoral candidates who do not 
complete the full predoctoral training for reasons which are beyond 
their control, and second, the short-term training programs — such 
as summer programs at Woods Hole— and short-term training pro- 
grams in pathology, genetics, and so forth. In both situations these 
individuals should be exempt from the pay-back requirement. 

Three: Section 503 deserves a brief comment. We are in agree- 
ment that authority should be provided for the director of NIH to 
appoint experts and consultants for his use and for use by all insti- 
tutes except those which already have authority to do so, but we 
question somewhat the S.o-percent limit of the 'number of current 
employees of NTH imposed on the number of such experts and con- 
sultants. 

A separate concern is that we see no' provision for any significant 
change in the number of study sections for evaluation of research 
grants proposals, and these study sections are greatly overworked. 
We suggest that consideration by given to providing for increased' 
help on the study sections for research grant reviews. Finally, 

Four: We also understand that the law mandates that the interest 
which must be paid back shall be at a rate fixed by the Secretary 
of the Treasury after taking into consideration private consumer 
rates of interest prevailing on the date the U.S. Government be- 
comes entitled to repayment. It would seem far more reasonable 
and equitable to impose the current interest rate for educational 
loans, than the higher private consumer interest rate .which is cur- 
rently 1.3.5 percent. 

Thank you. sir. 

Mr. Ror.F.ns. Thank you. Dr. Lennette. I think the suggestions you 
have made have much merit, and wo will carefully check into them. / 
Thank vou for your testimonv and for being here. 

Dr. Carter? ^ - 

Mr. Caktek. Thank you. Mr. Chairman. 

Doctor, I find myself in agreement with what you have to say, I 
believe, all the way through. I do not think we should cut your 
funding down. If we are going to really go forward in research we 
have to fund more projects than the 4,250 which you mentioned, as 
I see it. "''^ 
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I notice that you have mentioned we should Mlow the National 
Academy of Science, or rather the Secretary should follow their . 
recommendations; is that correct? 

Dr. LENxmTE. 4^nd others, yes, sir. 

Mr. Carter- All right, sir. I was interested about the research 
training stipends bein^r tjixed, and tiiat tliev would be considered 
taxable retroactive to 1074; is that correct? 

Dr, Le>^xette. That i.s the current interpretation from IRS. 

Mr. Carter. How much do these stipends usually amount to ? 

Dr. J--EXXETTE. Could you answer it? 

Mr. Cox. They are usually about $3,600 on tlie predoctoral, and 
about $10,000 to $11,000 on the postdoctoral. 

Mr. Carter. $3,600 for 

Mr. Cox. Predoctoral. 

Mr. Carter. Well, the oversight, I suppose, was not brought to 
our attention, but we did pass legislation to exempt those unclcr the 
Berry plan and also the National Health Corps. I believe as the 
prime* sponsor of that legislation, Mr. Chairman, in the House, I 
regret we did not include you. Certainly, I think you should have 
been included. That was partly my fault and partly the fault of all 
of us. 

But I certainly support you' strongly, and I will do everything I 
can to see that you have what you need to advance tU.c cause of 
.science and knowledge in this area. 

Thank you, Mr. Chairman. 

Dr. Lexxette. Thank you very much, sir. 

Mr. Rogers. Mr. WalgVen? 

Mr. Wai-orex. No questions, thank you. 

Mr. Rogers, Did you have anything. Dr. Cox ? 

Has the tax problem been a deterrent, do you think, in getting 
people io come into the program? 

Dr. LEXXEriT. In the small postdoctoral training program that 
I have, if it is retroactive, it will cause some problems. Sine; the 
vunn^ came out we have had no new applicants, but there hae been 
some mquiry as to how that would affect their stipends. 

Certainly, on $3,600, that is a pittance. In this day, with the post« 
doctoral students at the age at which they come in, with family re- 
sponsibilities, $10,000 or $11,000 does not go too far. 

Mr. Rogers. No : I am sure of that. 

Mr. Carter. Mr. Chairman, if you would yield on that? 

Mr. "Rogers. Certainly. 

Mr. Carter. That causes' a groat problem to the military' services 
and also, to the National Health Service Corps, that tax deal. 
' -Mr. Rogers. I think it was given under the assumption it would 
not be taxed, and then the IRS made a ruling. Now, has that been 
challenged in court yet? 

Dr. Lexxette. No, sir. 

Mr. Rogers. Not yet. All right. Now, should the awards be insti- 
tutional, or individual? 

Dr. Len'xeite. I think the next panel's testimony may be to that 
effect. 

Mr. Rogers. All right, we will take that up with them. 
Mr. Cox. If I could say something on that. 
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Mr. Rogers. Certainly. 

Mr. Cox. I think the ASJf position on this would be that obviously 
we are in favor of institutional awards, but we feel strongly that 
the individual fellowship should be available because there may be 
institutions that are not capable, for various reasons 

Mr. Rogers. In other words, vou feel there should be a mix. 

Mr. Cox. Yes. very definitely. 

Mr. Rogers. Thank you. 

Mr. Carter. Mr. .Chairman? 

Mr. Rogers. Yes, Dr. Carter. 

Mr. CARTEfti What areas of basic research look especially promis- 
ing at this point? 

Dr. Lpinnette. I find that difficult to answer because there is such 
a large field and so many different interests. Certainly, the basic 
areas of cancer research and molecular biology aspects are highly 
important. 

Mr. Carter. Cancer research? ^ 

Dr.- Lenxetfe. Cancer research, the basic aspects o^ cancer re- 
search. 

^ Mr. Carter. Yes, sir. 

Dr. Lexxette. And I was thinking of some of the programs which 
had to he cut back because of lack of funds. 

Mr. Carter. Yes, sir. It looks like we would cut some place else. 
Do you feel that financial support is needed to assure adequate 
numbers of personnel with training at the bachelors and masters 
degree levels? 

Dr. Lkxxette. Do I feel? 

Mr. Carter. Do you feel that financial support is needed to assure 
adequate numbers of personnel with training at the batchelors and 
masters levels? 

Dr. Lkxxette. I will let Dr. Cox answer that. 

Dr. Cox. This is a very difficult question to answer because, as we 
stated, we do not have good figures on this. The NAS report on 
manpower has figures for the Ph. D. nnd the M.D. levels, but they 
have not included batchelors-tind masters degree people who feed 
the predoctoral and postdoctoral programs. So, really, we do not 
have good information on that. 

I would say that I think the most important thing is predoctoral 
and postdoctoral support. But that is really a negative answer be- 
cause I do not have good^gures on the batchelors and masters, the 
manpower figures, in our own field. 

Mr. Carter. To which would you devote tlie most funds, pre- 
doctoral or'postdoctoral? ' 

Dr. Cox. Well, most funds are the number. It takes about three 
times as much to support a postdoctoral— three or four times— than 
it does a predoctoral. Microbiology being a, multidisciplinary field, 
and we are into so many subdisciplines, some of these subdisciplines 
are in greater demand than others. But I think that it is too bad to 
cut out predoctoral support. There are no predoctoral training 
grants, no predoctoral support programs today, and I think that is 
a great disservice. 

I still would primarily support postdoctoral, but T think we 
should have predoctoral support as well. 
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Mr. Carter. Mr, Chairman, let us look at this. We cannot afford 
to let these programs go down. 

Mr. RcGERfi. WelL us a matter of fact, wc authorized predoctoral 
programs, but they liave never been carried out with the intent of 
the law. 

Mr. Carter. The funding right now, really, we have cut it back 
this year, have we not? All of them are recommending a minimum' 
of $540 million, and actually our authorization is less than that. 

Mr. RoaERS. I am not sure. 

Mr. DaLuymple. The proposed authorization level in H.R. 10908 
is $220 million for fiscal 1979, $240 million for fiscal 1980, and $260 
million for fiscal 1981. 

>f r. Rogers. Who is recommending half a billion ? 

Mr. Dai.rymi»le. I do not knpw if anyone is recommending that. 
I think that is the total for the 3 years. 

Mr. Carter. If you would give us these again, please. 

Mr. DALKYMrLK. $220 million for fiscal 1979. 

Mr. Carter. $240 and $260 million. 

Mr. Rogers. So, wc tried to increase it, and we will look at that 
figure, I agree. 
Mr. Maguire? 

Mr. ^fAGUlRE. I have no questions, Mr. Chairman. 

Mr. Rogers. We do have some questions we would like you to 
answer for the record, if .you do not mind. Thank you for being 
hero, we are grateful. 

Out next witness is Dr. Lowell Greenbaum, who is professor of 
pharmacology. Columbia Univcrsitv. College of Physicians and 
Surgeons, on behalf of the Federation of American 'Societies for 
E.xpenmental Biologj-, accompanied by Dr. Brian A. Curtis, who 
is a.ssocuite professor of physiology. Peoria School of Medicine. 

We welcome each of you, and the committee expresses its ap- 
preciation for your presence here today. Your statement will be 
made part of the record without objection, and you may proceed. 

STATEMENTS OF LOWELL M. GREENBAUM, PH. D., CHAIRMAN 
PUBLIC AFFAIRS COMMITTEE, FEDERATION OF AMERICAN 
SOCIETIES FOR EXPERIMENTAL BIOLOGY; AND BRIAN A. CURTIS, 
PH. D., MEMBER ' 

Dr. GitKKXHACM. Thanlcyou. Afr. Rogers, it is a great personal 
pleasure to meet you once again, we certainly had much testimony 
together. 

My name is Lowell Greenbaum. I am professor of pharmacology 
at the. College of Physicians and Surgeons, Columbia University. 
Additionally, I um director of the medical scientist training pro- 
gram at Cohimhia. and director of graduate studies in the Depart- 
ment of Pharmacology'. 

I appear before you^ today as chairman of the Public Affairs Com- 
mittee of the Federation of American Societies for Experimental 
Piology. The federation i.s comprised of six learned societies repre- 
senting basic re.^enrcli disciplines in biomedical sciences. The societies 
have a combined membership of about 17,000 at the doctorate level. 
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T am accompanied l)y Dr. Brian Curtis, assistant dean offincdical 
education and associate professor of pliysiology at tlie Peopfa Sclioor 
of Medicine. Dr. Curti? is also a nieinbtfr of the FASEB Public 
Affairs Coniuiittee, 

1 have a relatively .^liort .statement to' make^and then Dr. Curtis 
and I shall he happy to respond to any questions. 

Before uddre.ssing (he sui)ject of this hearing and the sub.stance 
of H.R. 10008 and related hills, may I say how much we ap])reciate 
and welcome the opportunity you have provided for the public to 
participate in deliberations on this legislation. 

Having .said that, the first thing I would like to say about ILR. 
lOOOS is that we are very happy to .see it. We are pleased to see the 
-^year extension of legii:)ative authorities for the several in.stitutes 
and pi;ogr!ims. and we are plca.^ed to .see the authorized funding 
levels. The hill gives the biomedical research enterprise two things 
it needs and hns not had in some time — a sence of juipport, and a 
s<»n.«^e of stability, / 

If I may take tlie titles of the bill out of order, I would like to 

fo firs-t to title TV hecanse it best illustrates the ^)oiut I am making, 
'he National Besearch Service Awards program fills a unique and 
inqiortant national need that cannot he met in any other way. It is 
a program to help a specially qualified group with' the potential for 
j^itting all of u\ankind in their debt llirough basic research train- 
nig. which will eventually lead to the prevention, detection, treat- 
ment, and possibly elimination of disease. 

Yet. in spite of the self-evident need for this program to $erve 
the common good, it has been under i)ersistent attack from various 
quarters of the Oovernment and has suffered under what you. Mr, 
Chairman, have described as; 'H'he uncertainties and riisr>^j4ions 
of the program under the previous, two administratiojis/' Most 
recently the program has been afflicted Avitli the ruling of the In- 
ternal Revenue Service which declares these mode.st stipend.s, which 
are at i>3.000. susceptible to fidl income tax because of the payback ' 
provisions of the law. This latest injury may be an unintended 
accident of lawmaking, as Dr. Carter lia.s 'mentioned, but it i.s none- 
theless real and painful. This program has been in trouble with the 
Government and. as a training j)ro<3rrani director. I can foresee 
troul)Ie brewing with those it is designed to attract and enlist in 
the service to the country. 

Mr. Chairman. T believe the bill you have introduced will go a 
long way toward turning this situation around. The r3-year extension .. 
of autli(^'ity for the program and the authorized 'levels of funding 
spell stai)ility and support. Tliat is good news indeed. But an 
equally important form of support is found in the various amend- ' 
ments you h.ave proposed.to the authority for this program. We 
endorse all of tlio.«^e amendments. 

I would now like to olTer a few suggestions concerning title IV, 
for consideration by the committee. 

We support the periodic adjustment of stipends of the trainees 
to reflect cost-of-living increases. We further recohunend that post-, 
doctoral stipends be brought to levels that are commensurate with 
those in medical residency training. This would mean something in 
the order of about a $3,000 increase over what they are now. 
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On the ^^llbject of payback, we agree that tlic amended recom- 
mendations nro cqiiitahlc. We woidd suggest, however, lliat trainees 
. who do not complete more than 1 year of training should not bo 
held to payback. They are not qualified to carry out research or 
teaching service. The elimination of the payback for those studvinc 
for le!^,s than 1 your would also, iis Dr. Leunette has mentioned^ 
penuit short-tcnn intensive research training programs at our re- 
search contors. such a.s Woods Hole. :\rass.. Cold Spring Harbor, 
(X.Y.) et cetera. It would allow funding under the NRSA program 
to be made to them without requiring payback for tlie students w1io 
participate in those ])rogrnms. 

We are in accord that there be a complete study of biouiedical 
and behavioral ronearch personnel by the National Academy of 
Sciences every years rather than every year. But we reconunend 
the study be divided into three ])arts/w'ith one part being com- 
[>leted and reported each year. This would permit more thorough 
study and would prechide the need to develop a new staff every 3 
years. 

We are in accord— again going back to title IV— we are in accord 
that .there !)o a complete study of biomedical and behavioral- re-, 
search personnel by the National Academv of Sciences every 3 years, 
rather tliau every year. But we reconunend that the studv be divided 
into three parts, with one part being completed and reported each 
year. This would permit more thorough study and would preclude 
the need to develop a new stall' every 3 years. 

.\rr. rhairman, we urge you to 'further amend the legislation to 
remov(» the necessity o( council action for individual postdoctoral 
fellowships. This would speed up the procedure of nward by three 
or four months and make it uiore prncticah 

Mr. Chairman, I would like ]>ermi.s.sion to introduce Dr. Curtis 
at this point to complete our testimony for his couuiients on the 
titles of the bill. 

Mr. RooKKs. Dr. Curtis? 

STATEMENT OF BRIAN A. CURTIS, PH. D. 

T)r, Ci KTTS. M\\ Chairman. \ye wholeheartedly support the pro- 
visions of title T. relating to the National Library of ^Medicine. In 
particular, we endorse the appointments to the IBoard of Regents 
by the Secretary. The Library has done and is doing a splendid job 
of carrying out an indispensable and expanding mission for all of us. 

With respect to title TI, we would only reeniphasize the im- 
portance we attach to the :5-vear extension of legislative i]tUthority 
proposed for the National Heart, Lung, and Blood Institutirr 

We would strongly suggest that the report accompaAving the 
bill might include hinguage to encourage the Institute toVcontinue 
Its superb record of stimulating investigator-initi.ated reses^fch into 
basic research areas. It was noted in a recent study supported by 
that Tnstitiite. by Coniroe and Dripps, of 10 major clinical ad- 
vance.s— which included open heart surgervT cardiac pacemakers, 
cardiac-pulmonary resuscitation— they found that almost half of 
the research which they fidt was crucial to the development of these 
clinical techniques was chissified as basic research, did not set out 
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to solve any one of these particular problems. Several of the key 
advances came, really, as unforeseen outcomes of quite unrelated 
basic resean*!!!. 

\Vc note HMtli some concern the mandate — as we read it — for all 
centers to e^pand their activities to include educational programs 
for health professionals as well as the public. We woriy that the 
essential research mission of at least some centers may be com- 
proniised by spreading the talenc they contain just a little bit too 
thinly. Wo ,vould recommend that the slightlv more permissive 
language ra n-spect to education embodied in title III— that is in 
the Cancer Insiitute— you extend the ability to mount educational 
programs; but as wo read it, it is not mandated. We would urire vou 
to include that in title II. . 

With respect to title- III we reempbasize our endorsement of the 
3-year extension of legislative authoritv. We would urge vou, how- 
ever, to look perhaps a bit at the authorization levels in fiscal year 
1080 and 1981. At least as we read them, they do not seem to make 
much of an account of ijiflation in these later years. 'We whoje- 
heartedly endorse the proposal to give the Secretary of HEW 
authority to appoint the Director and the members of the National 
Cancer Advisory Council. 

Lastly, we would like to enlist the good offices of this subcommit- 
tee in seeking modification of what we refer to as the "Sunshine" 
laws as they affect the operation of the peer review system. Several 
groups who have reviewed the peer review svstem* and given it 
rather high mark.s— as : T suspect you know— have all supported 
statutory exemptions to permit closure of peer review sessions when 
research applications and the qualifications of scientists are being 
discussed. In the fiyal analysis, most discussion of basic research 
proposals revolves around the people doing it. Such closure pro- 
tects the -confidentiality of the peer evaluation and^assures frank, 
uninhibited critique of research protocols and personnel. The patent 
and//)roprietary rights of investigators would receive greater pro- 
tection and premature disclosure of clinical trials and similar data 
would be prevented.. 

Mr. Cha irman, that concludes our testimony, we would be hanov 
to answer questions. 

Mr. RooKRs. Thank you so much. Dr. Carter? 

Afr. Caktku. Thank Vou, A[r. Chairman. 

How effective i.s tlie payl)ack provision in influencing emplov- 
uient decisions of graduates? 

Dr. Gkkknrai'm. Well, in terms of the predoctoral candidates 
that does not seem to bo a problem. I spoke to many of our trainees 
and these predoctoral candidates seem to accept tlie i^ayback pro- 
vision as a neressaiy |)art of their accepting Federal funds." 

Ilowevor, niy clinical colloagiies advise me that at the postdoctoral 
level this is verv destructive. That there are a group of phvsicians, 
M.D.-^;, young M.D.V, who, wish to go into researeli, who have not 
been trained for research. However, if lliey leani of the payback 
provision they do not cjire to get involved in'l or 2 years of traininjr. 
Therefore, there are a great number of clinical postdoctoral posi- 
tions vacant. 

Another area of pavbaclc which is a hit of a problem is the fact 
that we do have medical scientist trainees whose i^vogram is G or 7 
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years in length before they complete their program. The payback 
here, it would seem to me, slioulJ be .set at some maxMmnm, such as 
4 or 5 years, for these individuals, rather than have them fulfill 1 
year for 1 year of stipend because they do have a great, long road 
to hoe. They are extremely important in our scheme of things in 
terms of putting out biomedical scientists. 

Mr. Cahter. The tax bracket of the stipends, $3,600 to $10,000 
taxes at a small percentage of annual income. Is this still a major 
problem ? 

Dr. GKFXxnAUMi. Well, there is very great concern in the student 
community about this. As I mentioned in mv testimony, the problem 
isihat it is retroactive, as you noted yourself, to 1974. ■ 

Mr. Caktkk. Yes. 

Dr. GnEKXBAUM. The que-stion is whether or not the stipend plus 
tuition will be included by the Internal Revenue Service. As I said, 
this means that some students might be liable, at a stipend level of 
$:'.,f)00 or $?,900, to a tux of $2,000, whicli seems inordinately wrong. 

Mr. Cartek, I see. Should .short-term training be given separate 
consideration in this legi-slation? 

Dr. Gr:KExnAa>r. I do not think so. We have not discussed this 
pomt, but if you mean the summer courses or .short-term courses, 8, 
10, 15 week courses, it we could certainly live with amount of $1 
million or .so a year going to the .short-term important procrams, 
from the NRSA funds. i fa ^ 

Mr. Cahteh. Should basic research be funded with a percentage 
formula of total research funding. Dr. Curti.s, or at the discretion of 
the Institutes? 

Dr. CniTrs. We would urrre that it be at the di.scretion of the In- 
stitutes, and an interaction between the scientific societies and the 
peopJc inten-sted in research, and the Congress. Percentages we 
would worry that our typical research areas would got gunnned up 

Mr. Cahteu. Yes, sir. ; ' 

Dr. CiOTis. You keo]) chipping uwav at the wall, but nothing 
seems to be happening. Those are aren.s, we would submit, with a 
wide interaction we can pull a little funds back and put money, then, 
into areas that are more promising. 

Formulas and percentages have a wav of getting cast into stone 
long after the intore.«^ts arc gone by. AVo would urge that it not be- 
come a formula. 

Mr. rAKTi:u. Do you think the funding is adequate? 

Dr. -( t^ktis. Adequate is a dillicult word. Alost of mv colleagues 
find that there are. a significant- iiuniber of good research mahts 
\y\uch arc either not funded, or are not funded at rea.sonal)le Tevels. 
,So that it ;s pn.-sihle to use more money eilectivoly. 

Mr. Caktck. Yes, sir. This is in a' (lifferent area. As you stated 
there is a $20 million increase, I believe, in basic research for each 
succeeding year. In programs of the National Csuicer Institute I see 
that there is only $'> million increase each year. 

Dr. C^ruTis. At first we wondered if that was a misprint, but we 
are told that it is not. . • 

Mr. Cartkk. Well, let us not blame evervtliing on the administra- 
tion, then. 1 hank you. > ^ 
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Mr. RoGKi;?, T think tlio committoo, in tlio Inngnncro von were 
speaking of. wisliod to onconra«i:o tlio ccntor.s to provido continnin^r 
oflucation prorrram? for doctors and lioaltli profossionals. as well to 
conuniinicate tlio latest information of provontion programs in lioart 
and cancer. Of conr.se, one of tlic theories was tliat the centers wonld 
be spread over tlie country and would liave a meclianism to transfer 
technolojry and tlie latest research knowledge cjuickly to the local 
cornnumities in tlieir areas, I think tlie i)erniissive language is tlie 
Institute's language, not tlie center language, ^ 

Dr. Chrti.s. T .sec. 

J[r. RooKHS. "We did make it very broad with respect to the iTisti- 
tute, but with respect to centers wc lune been specific. 

T think we. would want to continue that to make sure there is a 
communication between a center and the j^eople it serves. 

I)r, CuCTis. We would applaud your design. On the other hand, I 
^think It easy to think of a center which we would all wi.sh to sun- 
port as a center, all of wlio.se members were "back room" boys. Then 
you end up either bringing in a .second grouj^ as it were, public 
interface— perhaps that is what you have in mind. 

But I think we are worried that a group which is primarily con- 
structed for research, some of which can be verV "back room'' boys, 
you may well upset and reduce the function of the center in what 
many people look upon as their priniarv mi.ssion. I wotdd certainly 
support strong report language to in essence put NIII on guard that, 
any center which they allow off of the public information, thev are 
going t6 have to defend. But I think that we could easilv find our- 
selves in a situation that none of us reallv wanted, in which the NIH 
ultimately had to deny funding to a center which was superb in any 
other way, but .^iniply could not give itself up to this one regard. 

Air. RoGKiiS. But ofN^ourse. you also have an institutionaffrrant 
core^grant, to provide support for some of the basics. ^ 

We were very anxious to have a continuing dialog between the 
center and the doctors of the local liospital, for instance, where 
they will bo applying the latest research peoi)le. I ani' afraid if 
we' backtrack- on lliat, wc neglect to got that, kn^fwledgo out as 
rapidly as we could. There arc other i)ossibilitie.^.' wo will look at it 

M\\ Walgron t 

Mv. WAf.ORKx. Xo question.^, thank vou. 

Mr. R()(u.i:s. Mr. Maguiro ^ 

Arr. AfAoriiiK. Thank you, Afr. Chairman. 
^ I am concerned, gentlemen, about the tostimouv rolatiufr to the 
Sunshme law. You. would bo surjirisod at how inanv difl'eren't people 
ran come up with plausible rationale for dispensing with one or 
am)tlier aspect of the .Sunshine law. 

I wondered if you felt there was anv intermediate position between 
either having it or not having it applv hi cases that vou cited. Would 
there, for example, be any way in which the result.s of deliberations 
might in fact be made public, .while the individuals concerned were 
prot(»cted, their identities were protected? 

This is a very crude question. T am simplv trving to assess wlietliei:.^ 
or not there might be .some intermediate positions which you niifrht 
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feel would sorvc the same purpose without closing off these delib- 
erations, which are very important ones, from public scrutiny 

Ciirretitly the results of the study sections are avail- 
able. Withm each study section two of its meml>ors are asked to re- 
view each grant. Their written responses are available to the appli- 
cant on request, without signature, much as wo do when we referee 
articles for professional journals. We sign the one which goes to 
the editor, wo do not sign the one which goes back to the individual. 

Also, the study section .secretaries will make available to vou 
commentary on what was said, pointers as to the places where they 
found It weak. Those arc mtemal NIH changes, some of which arc 
fairly recent. 

Yes, I think that is an intermediate step. I think that the specific 
conrirnents now are available to applicants, and a general comm^ntarv 
by the study section secretary also. ~ 

Is that the sort of thing you had in ijiind? 

Mr. Maguire. Well, I honestly do not Icnow what I am looking 
for, X simply wanted to flag the issue as one which we might ffive 
some more consideration to. I frankly do not know what the answer 

IS. 

Let me ask another question. On page 3 at the top you indicate 
that you would favor short-term intensive research training pro- 
granis which did not involve payback— short-term being defined as 
less than 1 year. 

The philosophy of the payback, I guess, is that while we have a 
need— Mr. Chairman, yon have been in this longer than I have and 
perhaps I am wrong in this— but where you have a need for some 
specihc kinds of people, that it makes sense for the Government to 
provide some assistance; but with the understanding that it will be 
paid back m some form because we cannot, clearly, get into a whole- 
sale distribution of Government funds to fund every kind of re- 
search project that everybody in every field might want to present to 
this Congress. . 

So, I wonder if in making that proposal you have given anv 
consideration to the question of whether or not you favor the same 
kind of program to be available to people in other fields. For ex- 
ample, what would be your defense of the point that this would be 
giving unusual and very special privileges and monetary support 
to persons in a very specific, narrow field? 

Dr. GnEENBATjM. I will be happy to talk to that point. I think 
WD are not looking for ]ust those students who are in the National 
Kesearch bervice Awards programs..to get involved with these 
Short-term intense courses. These courses would be. open to all medi- 
cal students, or all graduate .students, or all students who have 
mterc.st. These pro-ams are tutorials on disseminating information 
on the latest methodology going on in molecular biology, or in 
pathology, or in various other areas of physiology-. It brings groups 
01 students to a center, and groups of faculty to a center. 

Mr: Magtjtrk. Well, would you favor that for students of religion, 
or students of history? & 

Dr. GnEKXBAUM. Well, I think this works very well. I mean, this 
IS an exciting and important aspect of education for our science- 
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oriented students, and they have an opportunity early in life to see 
• models and to hear from great experts as to various areas. This is 
part of scientific communication. ' 

Mr. Maouire. I know you like the program as it jplies to people 
in the areas you are talking about. 

Mr. RoGEHS. Would the gentleman yield? 

Mr. ^Maoihre. I would surely yield. 

Mr. Rogers. I think we are talking about programs here that are 
often no more than 2 or 3 weeks, probably a maximum of 3 months: 
and even the mechanism of payback is almost prohibitive from the 
cost of paperwork and so forth, for a couple of weeks' time. 

Mr. MAOUinE. If the gentleman would yield back. 

Mr. Rogers. Certainly. 

Mr. MAomnE. -The Chairman, I think, is suggesting something 
that IS considerably mere restrictive than what is suffcested in the 
testimony. 

Mr. Rogers. Up to 1 year, if they drop out. 

>Ir. Maguire. You can put an awful lot of 11-month periods of 
tune together and can get an awful lot of support for an awful lot 
of things, it seems to me. 

Mr. Rogers. Well, I think we cm look at that and make sure it 
IS not abused, or the definition would not allow abuse. 

Dr. Greenbaum. Wc would not care to have that abuse, that 
would not be the purpose. 

Mr. Rogers. I think we could look, perliaps, at a restrictive defi- 
nition. 

Mr. Maguirk. Well, Jfr. Chainnan, I am going to want to look at 
whether or not we ought to be doing it at all, on a nonpayback 
basis; but we can discuss that among ourselves. 

Mr. Rogers. -I presume there are some nvons where we have done 
that with no thought of payback. In fact, we used to give scholar- 
ships and training grants without any payback. We have tried to 
initiate some program of payback, the gentleman is correct. 

Mr. Maodire. Thank you. 
^ Mr. Rogers. Thank you so much, we are grateful to you for being 

We have as. our next witnesses a panel distinguished doctors 
and scientists. Dr. Mahlon Hoagland, who is president and scientific 
director of the Worchester Foundation for ^Experimental Biology; 
Dr. Lewis Thomas, who is president of the Memorial-Sloan Kettering 
Cancer Center; and Dr. James D. Watson, director of the Cold 
Springs Harbor Laboratory and a Nobel laureate. 

We welcome all of these gentlemen to the committee. We are 
pleased to have you with ns, I might say also, the committee is 
pleased to recognize the presence of a distinguished audience here 
who will hear you gentlemen testif}-, they are residents of preventive 
o^o '"^ ^ cooperative program that is run by Emory and 

^P.^; might ask all of you concerned with preventive medicine, 
which IS the way of the future, wc hope, would vou stand for us? 

Mr. Rogers. We welcome you to the committee. 

Wc are grateful for the witnesses being here, and your statements 
will be made part of the record in full, without objection; and you 
may proceed as you desire. 
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STATEMENTS OF MAHLON HOAGLAND, M.D.. PRESIDENT AND 
SCIENTIFIC DIRECTOR, WORCHESTER FOUNDATION FOR EXPERI- 
MENTAL BIOLOGY ; LEWIS THOMAS, M.D., PRESIDENT, MEMORIAL^ 
SLOAN KETTERING CANCER CENTER; AND JAMES D. WATSON, 
PH. D., DIRECTOR, COLD SPRINGS HARBOR LABORATORY 

Dr. HoAGr..\xi). Mr. Roofers, nicnibcrs of tho cominittoe, we are 
(leliglitcd to be here again — wo wci-o here last month and had the 
opportunity of talking with you at length about our concerns about 
basic research. 

We are speaking here this morning as individuals, but also as rep- 
resentatives of the small group that met with you hist month, the 
delegation for basic biomedical re.search, which has been constituted 
this year to draw to your attention our concerns about basic bio- 
medical research. 

As yon are all aware, the costs of health care in this country will 
soon exceed tho $20Q billion figure, and it is abundantly clear to us 
as members of tho biomedical research community, and as members 
of the health care community, that a groat deal more knowledge of 
disease is essential bofoi-o wo are going to make any significant strides 
in attacking them effectively. 

I think that most of tho public is unaware of the absolutely aston- 
ishing progress that has boon made in tho last HO years in fields such 
as molecular biology, in developing an understanding of exactly Avhat 
is going on in colls at the molecular level; and this, after all, is fun- 
damental to our understanding of not only a disease like cancer, 
which you can take out of tho body and study right there in a ghass 
dish, but also many of tho other diseases, .such as cardiovascular dis- 
ease, which we are now confronted with. 

We have made astonishing advances in tho field of vitamins and 
nutrition. We have extended human life expectancy by some, 30 
years. Our progress in diagnosis and treatment througli the use of 
X-rays is a direct outcome of basic resoatch. Tho freedom of women 
to chooso their own- patterns of childbearing through chemical con- 
traception; the ability to do organ transplantation, to treat and pre- 
vent the major infectious diseases, some immunological diseases and 
so on, has grown out of, primarily, tho search for knowledge by 
individual scientists working in their laboratories. 

Tho cost saving.=i arc e.^timated now to be in tho many billions of 
dollars annually on tho basis of those diseases that have been elimi- 
nated and no longer require the attention of tho physician. 

Now, this Nation is spending, by my careful estimate, one-half of 
1 percent of its total health care costs on basic biomedical research. 
We consider this an inadequate budget for basic research, and its 
inadequacy can be attested by tho steady decline in the funding of 
research grants over the iast decade. 

Basic research has been subjected to a number of criticisms which 
relate to the question of "relevance" to social problems, and the ques- 
tion of whether its results are getting to the public fast enough. But 
I submit to you, sir, that basic research is relevant to the needs of 
society by definition. 
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Mr. Rogers. May T intomipt? This is the second call for Members 
to respond to a vote on the floor. If vou will bear with us, we will 
vote and return immediately. So. the committee will stand in recess 
for 10 minutes. Sorr>*. 

[Brief recess.l 

Mr. RooERs.^The snhcommittoe will come to order, please. Dr. 
Hoagland, T tlunk we had interrupted vou in the middle of your 
testimony. So, we will pick up from that point, and you may proceed 
as you desire. 

Dr. HoAOLAxn. Thank you,- Mr. Rogers: I will finish the few re- 
marks I wanted to make, 
Mr. Rogers. Certainly. 

Dr. KoAGLAND. I was making the point that nothing could be more 
relevant to the needs of our society than basic research because it 
works. History proves it works, to produce knowledge which ogives 
us power to control disease and to control our environment. 

There is no-qiiestion in our minds that trainin^r.of scientists and 
grant ^ipport for an effective working basic science effort go hand 
in hand, and your bill, Mr. Rogers, goes a long wav toward meeting 
the training need. We have made the case in our testimony last month 
that basic science must get substantial support within 'each of the 
institutes, and we have suggested specific percentaire figures But I 
. think the important point to us is that it be given adequale attention 
on a long-term l^sis by the Confrress with whatever help we can pro- 
vide as experts m that area, so that there is a balance between train- 
ing and basic research m the various Institutes. In this way we can 
further the objectives of basic research optimally. 

Mr. Rogers. Certainly, thank you. AAHio would like to go next? 

STATEMENT OF LEWIS THOMAS, M.D. 

Dr. Thomas. I do not have prepared remarks, although I would 
like to siibmit a statement later on. Congressman Rogers. I would 
think It best for my function here to be available to answer questions. 

Mr. Rogers. Fine. Dr. Watson ? 

STATEMENT OP JAMES D. WATSON, PH. D. 

1 Ye.s, I'would like to discuss several things, particu- 

larly to Representative Magiiirc's question to research. 

Mr. Rogers. It might be easier if you would pull the mike closer, 
ana It would be t?asier for you to speak. 

Dr. AVatsox. I would like to make a couple of points. 

Mr. RoGEns. AVhatcver you desire. 

Dr. AVatsox. First of all. the payback procedures, ther'^ are com- 
plications. I ran give you one small one. AVe have an American who 
had one of these awards with us. He then accepted a position in 
Canada but then he was not eligible to do that. So, he \vould have 
to pay back because he was in another country, I think that is the 
sort of restriction on freedom which wa.s likely unfortunate because 
It might be very good if such an individual would work, sav, in • 
Ji^n^gland, France, or another part of the world. 

So, it is a device which should be made fairly broad as to how vou 
pay it back. ^ 
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SoconcL with rpgaVd to the taxiition, I think ovorvono 'is awaro that 
'it is ahnost impossihlo to live on $10,000 a year, and it is our oxpori- 
enco with our postdoctoral fellows who do get awards of that size — 
if they have a wife and they have children — that they are living on 
tlipir parents' income, or their past. Even $1,000 or $2,000 is a, fairly 
large sum, and what we are giving them is just enough to live on, 
and, depending on the environment, not quite enough. So, institu- 
tions like my own have to help. So, I realize money is short, but this 
is just the sort of straw that is hard for an individual to take, par- 
ticularly if it 'comes in several years. 

The third point I would like to make is the need for courses like 
my own institution gives in Cold Si)rings Harbor, and why the pay- 
back procedure really will not work. We give cour.ses in which we 
train advanced graduate students or postdoetonil fellows. They come 
for 0, maybe 6 weeks. Room and board plus tuition comes to about 
$700. Tliey come to us because we will teaeh them something which 
is not yet taught in their institution. 

We now have been told by the various parts of NTH that they can- 
not support U.S. Xow. we cannot sup])ort such efforts because tlie 
actual cost of such a course turns but to be about — the tuition and 
total tiling is perhaps $-1.50. but it costs us about $2»200 per student to 
do it. So, we need a subsidy. I am so closely involved with tliem, I 
cannot say what we do is the best in the world, biit I think it is aw- 
fully good and i)rovide.s tiie sort of opportunity for new ideas to get 
a wide distribution fast. If you have a new methodology 'someone 
can come for 3 weeks and do it. You just need to be subsidized. 

As to the general question why you should not do it for lawyers 
and theologians or .something, I think that is the general question, 
why are we talking about the need to subsidize biomedical training, 
I think it is part of the .same thing. Tf you want to e.xtend that, you 
.should argue for otlier occiqiations. I think that is too broad to get 
into, I)ut I think our own program has been of major influence on 
.science in this country and likewise the programs in Woods Hole 
and otlier institutions. ^ 

So, it is a small amount, of money, anid .tlie various Institutes 
have said, we just need the authorization, waj'do not want to come in 
for a budgetary thing, it is too .small for Congress actually to get 
into tliat — it is just the authorization involved; at least that is what 
they told me at the Institute of Mental Health. 

The la.st point I would like to say is just to support the general 
thought that our greatest assets for the future are the people we 
are going to train, and that biology is still in an extraordinarily 
phase. The impact on medicine will be very great. So, I found my 
own enthusiasm for science as great as it was 30 years ago, there are 
so many things one can do, such as the whole basis of immunology, 
we will understand it. The new sorts of liormones in the brain, the 
neurotran.smitters, it is impossible to believe they will not have very 
strong clinical applications. All this. has come out of p^ire science 
and we should not feel ashamed, I think, for our accomplishments. 

As to the question as to the number of people we .should train, I 
think it is clear we have to. I thing it is clear, al.so, that the financial 
awards for going into this occupation are — with a few exceptions of 
people like my.self who have sort of become celebrities — is dismal. 




308 



A full professor from Princeton was visiting me. He was thinking? 
of leaving because his salary is $25,000 a year. Now, he is very well 
known. But^hat shows you where you are going to end up. So, it is 
not very high. 

So, if we are going to .sort of provide this to get people into it, 
make them choo.se an education which is not financially more remu- 
nerative, I think we. are going to have programs which say, "We 
want more .science," that is a fact. 

As to the numbers, the great crisis now is the difficulty of* people 
who arc in their thirties, who are getting their first or second re- 
search grant. Morale is lousy, and the quality is high. Also, 15 years 
before wc could have said the quality was low, and morale high. 
But, TiS a result of the success in the traininc: in the past we have a 
large nunriber of people, and I think the ability to realize that pure 
research is .still our best weapon j that the Directors' of the various 
Institutes of NIH should put the money where I think their heart 
lies, which is in the unknown, rather than sort of stretching things 
to bring applied technology in when it only gives us marginal im- 
provements. We can do many marginal things with immunology, 
but there is a vast sort of center that we have to find out, say, before 
wc can really pull off tumor immunology. I mean, our problem now 
is not of making tumor immunology work, but understanding immu- 
nology. 

These sorts of problem.s — I he.'=itate to .say it will happen too soon 
— but wc have the people to do it, and we should keep this system 
going. 

People in their thirties do not worry too much about their next 
grant. I think those are my general remarks, and I will gladly l^cply 
to questions. 

Mr. RoGETis. Thank you very much, Dr. Watson. Dr. Carter? 
Mr. Catiteti. Thank you, ^rr.'Chairman. 

I certainly want to compliment you di.stinguished gentlemen on 
your presentation, it is very fine, and of course you have. my sup- 
port all the way for increa.sed funding. 

I am very much a believer in basic research, and I support it. As 
it happens, I. am supposedlyon the conservative side of the aisle, but 
so far as you gentlemen jire concerned, ami health is concerned, I 
want to do whatever is necessary to be ]iel])ful, and I will. Thank 
you. 

Mr. RooKRS. ^[^. ^[aguire? 

ilr. MAonnK. Thank you, Chairman. 

Dr. Watson, T have just reviewed tho hn.sic law with respect to 
payback requirements, and I do not find luiything in -it that would 
havo excluded the individual that you referred to on the .basis of 
his having taken a position in another country. Perhaps there are 
regulations that do that, in v/hich case, Mr. Chairman, T think we 
ought to look into that matter as a matter of policy because the 
regulations clearly in this case go beyond what Congress has pro- 
vided in the law. 

Dr. Watsox. They nuiy be. 

Mr. MAOtriKK. Soi I appreciate the fact that you rai.sed the issue, 
and perhaps we can look info it. I agree, it does seem senseless to 
have that kind of a requirement. Unless, of course, we are addressing 
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this strictly to tho nianpowor prn])loins in tho United Statos. If 
that is a concorn, tliat may be the ba.sis for tlie refrulation. But we 
will look into that. 

Dr. Watsox. Another point, in listening to the others, I might 
raise. Payback becomes available onlv after the first year, you are 
sort of excu.sed in the first years. You do have a problem in that 
often people, you know, are not very good, and yon do not want to 
continue them in their training so as to let them pav it back. 

Can T express the point? Mavbe I misunderstood tho point: but 
if you have a certain number of vears to be in the program before 
you have to pay it back, maybe after 2 years someone ougl to just 
leave the accupation and be forgiven, rather than inflictei: into an 
occupation whore vou should not he. So, we liavo to bo caroiid about 
that. 

Mr. Maol'ii?e. There are clearly two categories of persons here. 
One is that for whatever reason are not qualified to complete the 
program. 

Dr. Watsox. Yes. 

ifr. ^rAGL'TKFi. Or do not wish to complete tho i)rogram. 

Dr. Watsox. Yes. 
;;^rr. ^fAGuiit?:. And others who would he entei'ing for short periods 
of time for refresher courses, or .«:ome speciality, or what have you. 

The statement that was uiade here hv Dr. Greenbauni specifically 
referred to both of those categories of ])eople. It may bo that they 
ought to be treated dilTerently. 

Gentlemen, we have had a lot of discussion in recent months and 
years about the National Canc(M- Institute, and whether or not it is 
nieetiug the neefls with its ^ROO-plus million per year that it has had 
of public mon^ v. Then* has been incieasing concern about tho en- 
vironmental cxjiM urcs that apparently cause cancer in many cases. 
There is. I think, a conunitmeut at the National Cancer Institute 
to expand and intensify their work on the jireventivo side, and they 
so testified yesterday. 

T wondered if any of you might wish to comment on that par- 
ticular asj^ect in general, aTid then T will make souh' arlditional in- 
quiries f)f you with respect to particular proposals that I have made. 

Dr. Thomas. I might say something, sir. T am in agreement with 
the point of view alluded to in the renujrk you just iiuide about the 
importance of iTicreasing our uuderstanrling of euvii'oniuental carci- 
nogens, and to the extent it is possible identifying these: and to the 
extent it then is possible elijuinatiiig them from tlie environment. 

I am in agreement that this efl'ort has not been taken as far in 
recent years as it should liave lieeu, might have been. Perhaps to 
soitie extent that was Ijeeause the sr'ientific ojiportunities themselves 
had not suflieieutly ripened, but T think the time is now at hand 
when this ell'ort. involving puhlie health, environmental medicine, 
ei)idemioloiry. and relateil fields can now be capitalized on with con- 
siderable scientific jM'ofit. 

Howevi'r. T would like io sny that T think in arlditirm we need a 
great deal more inforMalion than is now availal?le. or can now even 
be guess(Ml at. concerning the meehanisuis by v/hicli carcinogens do 
whate\(M- it is that they do because 1 am fearful that it might tuiTi 
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out in thp final analvr^i? tliat in a certain pon?p tho oartli is carcino- 
ffpnic anrl there is no way out. Tf you <rot ofT a certain distance, then 
It IS even more^'arcinorronic out there because of radiation. We are 
siniply ^oiufT to have to learn more than we know in hope of finding 
switches that can be turned, or mechanisms that can then be capi- 
talized on for roversinrr or iuterferiufr with the action of carcino^jens. 
We need both kinds of research, we' need them badly, and T think 
the time is now ripe for both because of what has been happening, 
particularly m the field of intimate, intricate cell biologv in the 
last. se\'eral years. 

Mr. ^fAoriKK. Any other conunents from members of the panel? 

Dr. 'W'.VT.sox. Yes; T would like to make one. T have vour bill you 
have introduced, and T would like to comment on it. Tt is very difTi- 
cult now to collect tho data that we want on such programs \vherc 
they are given com])ouuds that raise the incidence of breast cancer. 
Without a national reo;ister there is no decent collection of data; 
and any data, any feelings we have on the various forms of birth 
control pills will have to conic from data in England where there 
IS a death regi.ster. and I he fact that thev hnye* been on the pill is 
recorded and checked ihrough numbers. Tjiat is why we arc awaiting 
the English data. * ^ 

I think under your proposed nmendment it would be very impor- 
tant to seriously consider what you can do with ])utting'on some 
form of giant national comj)uter relevant data, such as T know Rep- 
resentative Rogers is interested in. whether vou worked in a naval 
shipyard. 

That data could have been put down, and until we have such a 
scheme it is going to be very hard to argue increases of o percent 
10 percent, and we will be in a mess. So. it is nothing to be taken 
lightly because everyone feels that is going to take away our free- 
dom: but T think it will give us freedom from unneces.sary fear, 
which is. T think, equally important if one could be re-assured. "Ye.s, 
T have this occupation, but the data*^ rules it out." As long as it is 
hearsay-— and we have to remember that there are dishonest environ- 
mentalists as well as honest ones— the public is getting verv con- 
f!ised. We will need hard facts. '"^ ' ' 

^fr. ^rAoriiu:. Doctor, some crilies of the idea have suggested that 
a national registry would rccpiire substantial funds and'^sub'^lantial 
efforts, and that mortal it v clat.a b v geograph ieal a reas wouhl ^^ive ^ 
us at least an approximation of tlie informal ion that would helm- ' 
portant to have. 

Would you agree or disagree with tluit ? 

Dr. W.\TS(»N. Disagree. T do nof think it is sufTicient in merely pin- 
point the things. T was at a uuM^tiug sponsored bv the Biolon^icinl 
Ri.sk Assessnumt in Colorado Springs 2 weeks ago, sponsored by 
M)A. and there, wlicn T asked the pill question, thcv .^aid the 
.Vincrican data will not do it. We are going to get the' .saccharine 
data, and that is going to be hard to get and it is going to be done 
in the wrong way. T mean, it is the only way we can do it, wo arc 
going to go hack and try and get the pVoper controls. Tf the effect • 
i.s large it will show it. But if the effect is small, it is going to be 
always hard to say whether you liave the right group you are con- 
trolling with. / — - b I J 
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Mr. Maoutre. Your registry, would it bo a tumor registry, or 
would it be a death registry. 
Dr. Watsox. Death re«:istry. 

Mr. Maocikp:. So you would try to set up a system to deal with all 
causes. 

Dr. Watsox. Yes; so that yon can do it. T think the cost will go 
down as the computers get larger and cheaper, and you have to be 
very careful not to put in unnecessarv information. But, I mean, for 
those people who would say that DNA is dangerous, when our ex- 
perience up to now is, there is no evidence of this. So, if the effect 
is marginal you will only do it by being able to take something and 
stick it in, and follow the figiires. Otherwise it is your word against 
mine, and that is a very unsatisfactory way. 

Up until now, until computers came along it would have been im- 
possible for a country of our size. But I think with this we will not 
put American epidemiology, or not give it the great tool it needs 
ui)less we get it. 

Now, you can get hints by going to a factory where a compound 
is manufactured and seeing the disease incidence, exposure is higher, 
and so you could say there are better cases to find it out. But in some 
cases you are not going to get data that way, and I think it would 
be a very important consequence of your bill if you would have set 
into motion a discussion — I am not saying do it, but I think it 
should be very seriously discussed. 

Mr. Maguire. My bill, of course, does not set up that registry, it 
simply suggests that that is a serious matter which ought to be 
studied and sensible conclusions arrived at; that is all my bill would 
do at this point. I assimie everybody woud endorse that idea. 

Let the record .show that everyone is nodding affirmatively. 

Dr. Watsok. But I think what I am saying is, you propose some- 
thing bigger than you think you have because it is a major way, I 
think, to get health data. I would love to know whether eggs are 
good or bad for me, and I do not know anyone who is going to tell 
me, 

Mr. Rogers. What about jogging? 

Dr. Watsox. Oh, that I know is bad. 

Dr. Tno^fAS, I was going to say that it is "not bad," 

Dr. Watsox. The second thing I would like to bring up, we fre- 
quently see that about 90 percent of cancer could be preventable if 
we had exactly the ri*rht environuient. That, I think, misleads the 
people on how easy this will be to accomplish. If we did not eat, 
smoke, drink, or breathe, then it might be down to 10 percent. 

Mr. Maguire. Well, with all due deference. Dr. Watson, having., 
made the rhetorical point I am sure you would go on to agree that 
there are ranges of things that we might indeed sensibly not expose 
ourselves to, and still eat, drink, breathe and live in this environ- 
ment; and that we might cut into the problem in a very significant 
degree. Would you not agree with that? 

Dr. Watsox. I agree, and I am trying to set up sort of an annex 
to our institute in Cold Springs Harbor which deals precisely with 
this point. 

Mr. Maguire. If it is not 90 percent but only 60 percent, or even 
20 percent, if we could affect that many, it would be worthwhile; 
would it not? 
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Dr. Tiio-MAS. Cigurottcs iilono two accounting for 40 percont. 

Mr. MAr;i*iiii:. And wp well know tliat only ji .small number of the 
chomical.^ that we are o.\i)().sod to luivo those carcinogenic jH-operties, 
niostof tlieni do not, Tstliat not also true? 

Dr. W.ATsox. It is, hilt when we deal with important economic 
ronnidenitions, or impf)rtant <ocial issnes, such if we banned liair 
dyes, it would be the graying of America— fast. That will be very 
hard to do. \'ery sensible* people would say, "I-tlo not really know 
the risk, and I know the risk of suddenly appearing gray.-' " 

Mr. MAOuinK. That i.s a risk vou do not need to worry about a 
groat deal. ' 

Dr. Wat.sox. Xo. But again, vt-e are going to have to get the facts. 
I am saying that I think you could nudce an enormuijs contribution 
by heli)ing us get the facts, wliich we have to do. 

Likewise, if you ask, what really is the mortality of pesticide 
workers — no one i.s going to tell you, tliosc people wlio arc on those 
planes coming down. I was sprayed once. 

Mr. Mach.'iuk. Well, I think' it is elear we are concerned about 
people, as well as about .scientific results, that we have to talk about 
registries.. and we haye to talk about .screening of liigh-risk popula- 
tions, which is another i)rovision in my bill. 

I would like to a.sk whether vou feel— and I am addressing this 
to all . the panelist.s— that some of the specific proposals I have made 
about making XCT the lend agency, hut asking that they report 
anniinllv on what we knov/ about carcinogens with respect to the 
scientific data, what the regulatory situation is, what rcconuuenda- 
tions oiiglit to be made, and whetlier wc ought to have some people 
on the board who have expertise in environmental carcinogens, et 
cetera, whether those recommen(hit ions seem to you to be helpful 
ones. Let us start with Dr. Tloagland. 

Dr. Ih)Ar;F.AXi>. I would like to resi)ond in a somewhat more gen- 
eral way. r would like to get l>ack to wliat Lew Thomas has just said, 
and that is that I have some consi(hM-able concern that the National 
Cancer Institute over the last 7 years of its existence has shown a 
tendency lo frartipnate itself into rliflVrent kinds of activities, many 
of which, many of us feel, are not directed at the fundamental prob- 
lem of undr r.standing this dreadful disease. I think as long as we are 
speiuling hirge sums r)f money on half-way measures, and on attempts 
to do f)artial approaches to cancer problems, we are going to (con- 
tinue; to be in serious Ironhle and costs are going to continue to rise. 

1 flo want to s;iy this, in res])ect to the environment, and in par- 
ticidar in re'.poci to you.r bill, Mr. Maguire that attention to the 
environment i.s yp.-v important. My concern is simply that we do not . 
shortchange i^nsir* research, the study of the cancer process by intro- 
dueing new i)rogranis. [ do not think we n(»cd to. * • \ 

.Mr. .\rAr;rri:i:. I igree with that. Now, my queslion, though, would 
be what are the h:df-way mejisures that yon are referring to, which 
you think have ru)t 'leeh as useful t() pursue, assuming that wc like!, 
basic researr'h and want to do something about prevention. What are . 
the things yon feel have characterized the mi.sdirection. Could you' 
be more sp(?cifir on that? 

Dr. IfoAOLAM). 1 believe that in general a number of programs . 
which are veiy expensive involve essentially patient care, druo- test- ^ 
ing, various asi)ects of chemotherapentic programs, and in general \ 
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activities support o<l in:my contracts, Tlioso all need a groat deal 
iiiore careful scnitiny in terms of the quality of the scientific data 
that is being obtained. T think that we make a rough estimate that 
some ?r^r)0 million out of the total budget of $850 million are being 
devoted to what wo call basic research, project grants, program proj- 
ects, and so on in the Cancer Institute, Tlie remainder of that money, 
a very siibstajitial fraction of that budget, GO to 70 percent, is going 
for activities that we feel are less likely to be productive in terms 
of ultimately heli)ing us to deal with cancer etlVctivelv—that is by 
reducing mortality and morbidity statistics. And so far very little 
improvement has been .^en. ' . * 

There are clear-cut instances of very dramatic and exciting devel- 
opments in i)rograms in the Cancer tustituto alFecting small luim- 
bers of patients but they are few, and thov are not afl'ectiug the over- 
all niortality and morbidity. 

Mr, MAorrnK. T found 'that a particularly helpful statement in 
view of the fact that T agree with you. 

Mr. >r.\GL'iiiK. Dr. Thomas, do you have any comments? 

Dr. TnoM.\s, T would like to qualify it a little bit. I would like to 
.say hrst of all that T am in support of the measures in your bill, 
and particularly in supjmrt of having the XCI charged with the re- 
sponsibility of taking the lead role in this, so that it does not get 
scattered throughout government as loosely as it now appears to be. 

T do think that this should be done, however, not at costs to the 
basic science program of the XCI. I would hope that the costs of 
funding will be added on to the NTT budget. 

Mv.JilMiVUiK. I agree with that. But if Dr. Tfoagland is right that 

00 to 70 percent of the budget is not going to basic research, or tlic 
things that we are talking about here but for other things, then there 
js plenty of room for some redirection. 

Dr, Thomas. That is my (puilification, T am not sure how much 
rooin there in fact is. T have some anxieties about the definitions you 
use for basic research these days, one that I know Dr. Frodrickson • 
hasyised is just arbitrarily to say all the investigator-initiated grant 
rescrarch is to be designated as basic science. For operational purposes 

1 suppose that can be a useful way of defining it, but T would want 
to be sure that when you count iij) the total amount that the NCI 
is putting in the basic science, that you would not leave out the pro- 
gram-project programs, which are very large; jior the center pro- 
grams, which are large. ' 

As far as clinical science is concerned, although Dr. IToagland is 
correct in saying that the cheinotherapoutic studios have not yet 
yielded large-scale-— in terms of numbers of ])ationts— positive results 
for the major forms of cancer, such as cancer of the lung, which 
remains a disjjppointment, it is nonetheless iininensoly exciting and 
very encouraging to the cancer community to observe that what used 
to be regarded as the most malignent, and the most rapidly lethal of 
all forms of cancers— cancer in childhood— are now responding to 
new chemotherapeutic agents given in combination, in ways that 
we simply could not have imagined happening 5 or 6 years ago. And 
there are now instances of what I think will turn out to be outright 
cures of very important kinds of cancer which scenrto disappoint 
the public because they occur in only relatively small numbers of 
people. ' ' ^ ' 
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But the loads that arc emerging from those positive results will 
T am confiflent, have bearing on the directions that we will take 
henceforth in trying to cope with'liing cancer, breast cancer, and the 
rest. 

So, I am not discouraged about that. I do think that as much 
tightening up as possible of the standards for judgment before 
lanncliing large-scale clinical trials and therapeutic studies are very, 
very important beca use o f tlie overall shortage of money. 

Mr. Maguike. Dr. Watson, did you want to comment? The chair- 
man is .being very generous. 

Mr. Rogers. ITis generosity is about to give out. 

Dr. W.\Tsox. I will comment on two things. One is, how do we 
reconcile two stateuient.s, the sort of freneral statement that things 
arc good for cancer re.search, and yet, we are not curing as much 
cancer as we. want. 

Mr. Maguiiie. Or preventing. 

Dr. W.vTSox. Or preventing. I think there is something we will 
only begin to feel over (he next decade, which is, I think, a great 
maturing of the cancer research comnumitv, witli people who are 
now very good, in their thirties. This did not exist when the war 
on cancer started, and I think a lot of money was seized by third- 
rate people. With proper, real hard looks at who is getting the 
money, these things should stop and the money which is now author- 
ized could be all well spent. ^ . 

Mr. MAOiniiK. TluU raises the question, of course, of the recent rev- 
elations of the Institute and other institutes, and perhaps you would 
weave iiL-souu? comments on that. 

Dr. Watson. Yes. Now your bill, I mean, it is not enough to have 

Eeople who call themselves environmental carcinogenists on the 
oard because we had one on the board. So, Phil Shubiok was on 
the board. .So, by saying that we have to have three or four people 
on the board, it is who is on the board that is important. 

Mr. ^^.\GUII{E. Well. Dr. .Selikofl' .said yesterday that if we required 
six, we might get two that are good. 

Dr. Wat.sov. Well, I think you will get bettor people now because 
the science is growing up. 

Mr. Maoi;mcf.. Well,- it still (le})ends on who is appointed, as a re- 
sult of the kind of political process by which they are appointed.' 

Dr. Wat.sox. Yes. I think the changes that Dr. U])ton wants to 
put through, which Mahlon disagrees with, but which I think .super- 
ficially look good, which is to have better cooperation of the contract 
program and the grant program: .so that if .someone is getting a con- 
tract ho is aware that lie has been consistently turned down for yoarf^ 
by ])eer roviow. that will beoonie nuu-e obviou.^. So, 1 think what Art 
is trying to do is a very good thing. 

Now, some people worry that it will be misused bot^nise the con- 
tract pooplo will .^eizo control of the grants. Well, T think you have 
to bo optimistic and just let theui go and see what happens: that is 
my belief. 

.\ow, to get back to enviroiuuontal caroinogeuises because the reg- 
istry is going to be at the heart of Ihe luaTtor, [ want to say this 
because you have money concenu-d, arul you have arbitrary things, 
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and we are Soing to havo to get the data. I think we should concen- 
trate now. in the next .10 years, on getting the data. Now, you say, 
what about all those people we might have saved? But we cannot 
ban everything. So, unless the risk is just overwhelming, such as 
Tris. I moan. Bruce Ames deserves any rn^4Jil anyone in the world 
can give us because of tliat test and getting that out of our children's 
clotlies. I luive small children, that is why I feel so strongly about 
this, 

Mr,.MAGtiRE. If you have tumors caused as a result of exposure 
to chcmieais that arc included in liair dyes, do you not then, on the 
same argument, have to look at that with respect to action that you 
might have to take? 

Dr. Watsox, Yes, I would. But I am saying that is a political one. 
On the one of our children, they have no clioico, that was put in. On 
the question of hair dyes it is going to be cancer 

Dr, Thomas, So is smoking. 

Dr. Watsox, Yes. So. it is a difficult thing. All I can say now is, 
I would not let. my wife or anyone I know get near them; this is 
my own personal thing. But I realize the political complexities of 
banning something, that is all, without tlie data. 

So, what you should do is to give the National Cancer Institute, 
which is the correct body to do the work — it should not be FDA, 
-it cannot be EPA, they <}:o not have the technical expertise, it would 
be silly to duplicate it — it should be the Cancer Institute's responsi- 
bility. AVe have a new Director that knows that, he is good. But wc 
cannot bite off too much right now. If we get the data then our 
citizens and you as Congress can act wisely. 

Mr, Maouire. Well, when you say "data," you are referring to 
epidemiological data. 

Dr. Watsox, In some cases, 

Mr, Magctre. You do not moan to suggest that bioassay data is 
not snfiieient to base policy decisions on, I hope. 

Dr. Watsox, No, I am saying I would like to do it, but it is going 
to be very hard politically, in some cases, to do it. 

Mr, Ma(U'1re. But the political (luostion is not the question. The 
question is whether or not hipassay data gives you data that is the 
best we can have at any given point in time, otherwise you are going 
to count bodies over the next 20 years and then come up with a 
policy. 

I think this is a discussion sliould havr* another time. Mr. 
Chairman. 

Mr. Rogers. It is a. very faprinating discussion. 

Let me ask this— and F will just nsk a few (|u cation? — what about 
rom])rehensive centers? Should we include the requirciucnt tliat basic 
research be supported by the cow grant, or not ? 

Dr. Thomas, T have a certain bias. 

Mr. Ro<;kr;s. AVell, you run one, so I think that it would be good . 
to get your reaction. 

Dr. TiioM.v.s.,1 think it is of crucial inijiortance that the core 
grants for tiie com])rehensive centers be used as they were when tliey 
were set up with the sui)])ort of the basic science effort, T think it is 
of crucial importance for institutions like the one that T am respon- 
sible for. that salary money, some . salary money for the scientists 
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involved in leadership roles within the institution be provided from 
the core grant. 

There is a difference between the comprehensive cancer centers and 
the rest of the university and academic science commnnity in thi?; 
countrv- since a good many of them do not have the same kind of 
tenure commitments available to them that exist elsewhere in say 
the medical schools or the universities. Therefore, it is more difficuV' 
to enhst the kind of first-class scientists that we need for such insti- 
tutions if all of them, have got to generate salary monev out of their / 
own grants. The same thing applies for the ancillary services that 
arc necessary for research. 

Mr. Rogers. I think if you could give us any idea— for the record 
I do not tliink you have to do it now— if you would give us some 
thought and let us know within the next week or 10 days, if vou 
could, your thinking of whether there should be any shift in direc- 
tion of the core grants, and to what degree. 

Dr Thomas. I have been giving this tliought day and nifflit,/es- 
pecially at night. ^ . 

I would be delighted to. 

[The information requested was not available to-the subcommit- 
tee at the time of printing.] 

Mr. Rogers. Thank you, that would be very helpful. To what ex- 
tent should the centers stress prevention, as opposed just to 'treat- 
ment? . 

Dr. Thomas. Well, if the centers do not stress prevention, no one' 
else IS likely to. The difficulty that the centers will have in this re- ' 
gard IS that the underpinning of scientific information necessary for 
genuine and large-scale prevention programs has not yet been assem- 
bled. VV 0 do not know how to prevent very nuich of anything at the 
moment on anything like a substantial scale, other than cancer of the f 
lung through the prevention of cigarette smoking. 

Mr. RooKUS. Dr. Watson. I think you wanted to comment 

Dr. Watsox. I am not thrilled by the concept of the comprehensive 
center because I think it almost tries to do too much. I think it is ' 
very important that we have as many as possible first-rate hospitals 
for tile treatment of cancer, such as Memorial Hospital. The -more 
of the.so we have the better, so that when people go there they arc 
treated correctly. We should do everything possible to increase that 
^ 1 ntting within the same administrative fabric pure science runs • 
into a lot of difheiilties because there is a different allegiance, and 
there i.s a diflerent sort of time scale. The physicians want to save 
their patients, and we are sort of thinking maybe of 20 or 30 years 
apart. I think the setting up of more specialized centers without 
such broad mandates might be more productive. 

Mr Rogers. More of the minicenter concept, is what you are talk- 
ing about? 

Dr. Watsox. Minicenters with specific goals. For instance, I think 
the country could well afford three or four first-rate centers in 
chemical carcinogenises— we do not have those. That would bring 
together the sort of grouping that I think would get out the data 
I think if you place them next to, or within first-class intellectual 
centers where .they have ilie contact with the chemist, and so on, it 
will work. Memorial is across the street from the Rockefeller, and 
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thov havo qiiito an intolloctnal rontor. Tn ?omo caFC? yoii are roally 
isolating people from the people they should he witji. 

So. Tthink — unci here T speak juFt as preiiidiced herause we have 
a riiinirenter in Cold Spring Harhor. and T think hy a sort of limited 
ohjective we ran control the quality. T think if von a?k one individual 
to do ?o iHUch, you may Iofo your cost efTectiveness unless you can 
sav there is real interaction between the groups within it. Tt is one 
thin<^ to say that cancer control shouhl ho car-riod out in Seattle, hut 
it is not clear where you should put it. That, T thiidc, should be re- 
solved. 

^NTr. RocFRS. Thank you. 

Dr. TTn.\oi..VNT). Could T iust conuneni briefly on that ? 
^fr. Rr>GKKS. Sure. T)r: Iloafjland. 

Dr. Ho.xoi.Axi). As the director of another ininicenter. and as one 
with ^roat respect for the ^fomorial Sloan-KettcM'iufj Comprehensive 
(^enter in ])art'iculnr. T think that this country faces very difficult 
prohloiris with res|>ort to cancer routers. There is a terrific pressure, 
I understand, for the creation of more and more comprehensive can- 
cer centers; and in my experieru-e some of tliose T \'isitod have the 
problem of serious under'ftuidinfj anyway, so tluw really caivnot ac- 
complisli tlie mi.ssiou whicli thev have received as a mandate from 
NCI. 

T think the pressure that we see. to increase the larp;ely clinical 
con)preheusive cancer centcTS. is that the small specializ(»d basic sci- 
ence centers, devoted entirely to basit* re.st^arch in cancer, are being 
squeezed out. There is already talk of takinfj away from us tho.sc 
very salaries for our scientists that we need desperately in order to 
keey) an effective operating? unit. 

T think somehow this Government supported proliferation of es- 
sentially •'doctoriufj*' operations has *^ot to be very thoroughly ex- 
amined as to how far are we ^oin^^ to go with center.s. T do not think 
it has been grappled with yet on a broad ])olicy basis. 

Mr. RooKKs. Would you want to comment. Dr. Thomas? 

Dr. TiioM.xs. Just to sav that there is a middle ground, T think, 
in this kind of arguiiUMit. T have no doubt at all about the value and 
tlie need for comprehensive cancer centci's. T just do not know how 
many we need. But T would hate to see us uncouple the clinical sci- 
ence coumuinity from the basic science* couuuunity within the insti- 
tutions that do have a couipetencH' for studying cancer in human be- 
ings because the problems of human cancer are not entirely matched 
bv tlio experimeatal paradigm that we have for cancer in animals. 
Thv time is about right, as I think we are finding in our own insti- 
tution, for frontal and i>:isic studies on caiu'er as it exists in human 
Indngs. 

Mr. KofiKiTS. What ahout the caucer control ]M'ogram. is it efToc- 
tive; or would you pi*f)[")r)se changes^ 

Dr. Thomas. I wouhl propose only one change. I think the cost of 
that prnrrrjun is going to continiu* to iiwrease, and sin(M* it is in such 
agreat degree a program. es.^'eniially. of clinical care.T thinkit should 
be fund(^rl from sf)ine source other than the research funds allocated 
to the XCI. T wouhl feel more comfortable about it if it were funded 
from some other part of TIKW. rather than XCT. because of the an- 
tieipa'tion that T have, that it will continue* to grow. 

Dr. II<iA(:i..\Ni). I wouldlike to support that st rongly. 
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Watsox, Yes, T will again rome back to the data qnostion. Wc 
will nevpr tto ablo to know wliotlior unv of tlipso pro^^ams work 
without a njMional doath rogistcr bocauso the peoplo niovo, whereas 
you have one in a city and you give it up, people think thev are 
iosing something. But. how do we know thev are losing something 
unless we get statistics? So, we have to get the data, 

Mr, Rogers, Sure, Xow. how about tlie peer review mechanism are 
you pleased with that : or should there be changes ? 

Dr, Thomas. I am pleased with it. and the changes that T would 
like to see happen would be simplifications, or reduction in the 
amount of paperwork, and an effort made to continue enlisting the 
participation of your ver\^ brightest young scientists in the country 

But T think as social inventions go, that one is one of the marvels 
of this century. 

^^r, RoGKRs. Any other comments? 

Dr, TToAor.Axn,' T agree with that statement completely, and the 
only thinir I would like to add is. T think manv of the study sections 
are heavilv overburdened now with multiple applications coming in 
from individual scientists; the number of sections should be in- 
creased. 

Dr. Watson, My only answer to Mahlon's question, becatise some 
of my staff are on study sections and T know how mtich time they 
devote to it, is that with funding being for such'short-time intervals 
'With the number of applications which coine in, that we are really 
building up momentum of futility, T mean, if you only give moneV 
for 2 years, and good people only get money", an increase of the 
length of time of funding will enable better reViews to be made, and 
1 think that the system would work better. 

As far as the Sunshine procedures, there the system will totally 
fall apart, if we have to open those up. T think every person should 
rece^ive the pmk sheet, which has assessed his grant so he knows what 
-^s, but to be in the room— it is bad enough now. Most of the people 
do not like to say nasty things about anyone else. But under these 
circumstances where they have to compare a with b. they have to say 
something. It is often pretty inild, but imagine if the pbople were in 
the room, nothing would be said; nnd then we go out to lunch and 
say, "Now we will make tlie decision," 

Mr RoGKRs. Shoiild the proceedings be transcribed? Maybe not 
with the applicant present. 

Dr. Watsox, I do not think they should be because I think it 
won d lustbe, again, more paperwork; it would not help anything. I 
think the secretaries of the ^farions study sections do quite ffood iobs 
m summarizing. i & j 

Mr. Rogers. p]very scientist has the right to have the reviews iriven 
to him. " 

Dr Watsox. Yes; so he can see what it is, T think having -an 
otticial sort of appeal body is probably not wortli it. The reason why 
I say this IS. we have such a multiplicity of funding as it is now in 
the Jnited States, that is almost appeal. If you had only one fund- 
ing, you (lid not have NSF, you did not have the American Cahcer 
booiety— but if someone has been turned down by five bodies he is 
also going to be turned down by the .appeal board. 

Mr. RooKRs. I think any suggestions you may have for the record 
for cuttmg down paperwork would be helpful to have. 
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I have heard that it is difficult, though, for young scientists with 
new ideas to get funding. Ts there any legitimacy to that? 

Dr. IIoAGr^vND. Mr, Rogc^rs, let uie respond to that by saving that 
I think it is very, very difficult to get re«ally solid, hard figures on 
this question of how underfunded good scientists are. In general, I 
think, it is the consensus of the scientific community that many of 
our ablest young people simply cannot get funded/ Also, many of 
our older scientists cannot. 

We did a miuisurvey in our institution recently, asking, how much 
time do our individual scientists spend of their^total time available 
for research on writing grant applications, and the figure came out 
about 20 percent of the 40 scientists in our institution. I sometimes 
suspect it is more than that. But at any rate, scientists today are 
spending a great portion of their time on grantsmanship and on 
writing applications. 

Mr. Rogers. Can anything be done to simplify that ? 

Dr. IToAGLAXD. Well, T believe the best thing to be done, is to make 
more funds available so that a reasonable number of the better of 
our scientists arc getting funded. The situation was that way in 1967 
and up to 1007. Although our total budget is much higher now, we 
have many more able people who want to get into science, and I 
think they.should be allowed to get into it. 

I think if the pressure was off in terms of funding, we would not 
have that difficulty. Wo would not have the difficulties witli the study 
section.^. 

Mr. RoGEUs. Thank you. Dr. Carter? 
.Mr. Cartcr. Thank you.. Mr. Chairman. 

T was very much impressed. Dr. Thouuis. by what you said about 
turning disease off like turning off a light "switch, *! believe that 
was your implication. 

Dr. Thomas. Yes. 

Mr. Caktkk. And it has almost been done, for a time. In most 
cases only for a time. Tsthat not correct? 

Dr. Thomas. Well, there are a number of diseases which used to 
be of major importance, used to hp regarded as multifactorial 
chronic diseases aifecting five or six different oi-gan systems, and 
about which wo used to think that tliev could not i)Ossibiy be due to 
one cause, they must be (iue to multiple environmental infiuences, or 
lifestyle, as determined today, has it. One was pellagra, one was 
pernicious anemia; pernicious anemia being perhaps the best exam- 
ple of all, in which it was discovered when the facts^were in, that a 
single vitamin deficiency switched off mechanisms that were destroy- 
ing central nervous system tissue, spinaL.cord and brain, parts of the 
gastrointe.stinal tract, bone marrow, blo<)>l elements, and so forth. 

Mr. Cakter. You have given a good description. 

Dr. Thomas. The only diseases th:it we do really understand today 
seom to be governed by a single principle ceni ral inechanism. To be 
.sure, there are multiple influences, and ^ am sure this would be the 
ca.se with cancer, it will be many environmental carcinogens and 
.even possible many viruses at work. 

But my own private hunch is that at the center of things there is 
a "chairnian of the committee" .somewhere in the cell, and we have 
not yot iv'ar/itificd that governinj^ mechanism. When we do, I think 
it will place* in our hands the equivalent of the switch. 
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Mr. Carter. That, I have seen. We have seen cases of leukemia 
that absolutely just turned off for a number of years after treat- 
ment, say, of 50 or 60 days. 

Dr. Thomas. Yes.' 

Mr. Carter. First, it would be impossible to identify them as hav- 
ing this disease. And suddenly recurrence takes place. The .switch 
may work one niore time, you may turn it off for a little while, but 
that IS as far as it goes. 

Dr. Thomas. It goes further than that in children. 

Mr. Carter. With some of them, yes, sir; I have followed some. 

Dr. T^^^A&. It is niuch more encouraging. 

Mr. Carter. Yes, sir, that is true. Are vou aware of Dr. Martell's 
research on the role of insoluble internal alpha-emitting particles 
inducing cell mutations and carcinogenic changes? 

Dr. Thomas. No. 

Mr. Carter. Are any of you? 

Dr. Watsox. The name wjis what ? I did not catch it. 

jVIt^Carter. Martell. 

Dr. )Vatsox. No, I am not. 

^fr.J[?ARTER. These particles come from various types of radiation 
which' are emitted in the environment, and they are contained in 
most of our f<^d and plants. It is an unusual theory that 95 percent, 
perhaps, ot^pur cancers may be. caused bv this ingestion of these 
. alpha particles. They stay within the body'and by their action cause 
mutations which continue in the form of cancer. 

What is your opinion of research contracts, doctor? 

Dr. Thomas. I do not know what the percentage figure is, but 
research contracts are absolutely essential for the provision of vi- 
ruses, enzymes, antibodies, special line.s of mice that are reguired for 
research. Ihere is no better mechanism than the contract mechanism. 

For the doing of basic science, I think, the contract mechanism is 
inappropriate. I would be vastly encouraged if the contract now be- 
ing used for doing basic science were somehow moved over into the 
investigator-initiated project grant. It is e'asier to review; it is easier 
to be sure about thd quality; and I think it is a healthier way of 
doing science. 

Mr. Carte-r. Yes, sir. Have fliese contract.s led to j)n excess of 
funds being snifted to applred research ? 

Dr. Thomas. I cannot an.swer that because I do not know the facts 
antl numbers in enoudi detail. I think there is that risk involved. 
I think before applied research is done in medicine because of the 
vast expense involved and be'^.anse of the large number of personnel 
that have to be tied up in applied science ventures for long periods 
of time, I think the standard should l)e kept very high indeed. 

Mr. Carter. Yes, sir. The considerable expense of funding cenltrrs 
and nioving funds into more pi nt-type research is neces?an', <Vo vou 
think? ^.f J 

Dr. TnoMA.s. No; I do ^o^ think a large amount of money is 
needed for more applied sci- ^ than is going on at the present time. 

Mr. Carter. Would ^^ou ivu. a reconsideration of the mamiitude 
of funds for the c^] *^ers? j 

Dr. Thomas. VA* :, you know, the centers are Tcceiving funds as 
centers only throng , he core grants. . 
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Mr. Cakter. Yes, sir. 

Dr. Thomas. All of the other funding for centers is investigator- 
initiated or contract research done out of individual groups or indi- 
vidual scientists, just as it is going on in the rest of the scientific 
community. So, the 'magnitude of the investment the country is 
making in the comprehensive cancer centers is to be viewed as the 
sum ot the core grant program. I do not regard that as an excessive 
investment at the present time. ' 

Mr. EooERS. Would the gentleman yield? 

Mr. Carter. Yes, sir. 

^Mr. Rogers. How .much, would you say, basic research comes out 
of your core grant at the present time? Doesn't the investigator 
usually apply for a separate grant? 

Dr. Thomas. Most of the basic science comes from the core grant 
if you look as seriously as I do at the salary money, or the portion 
of the salary money for the investigator that is in the core grant, 
plus the money that goes into the maintenance, for example, in our 
institution, of the hignly specialized colony of inbred mice and other 
specialized ancillary facilities. So; I would say it is a very important 
element in the support of basic science, but it is not the only one, 
obviously because the investigators are generating their own grants, 
just as everyone else does. 

Mr. EooERS. Thank you. 

Dr. Hoaoland. Mt. I >>prers, could I just respond to that? 
Mr. EooERS. Cert/?i:^ ly. 

Dr. HoAOLAND. 1. Institution, which is a small, specialized 
cancer center, we received about $400,000 a year as a center, a core 
grant; and about $1.8 million in grants obtained by those individuals 
whose salaries are paid by the core grant. So, the two are absolutely 
essential, but most of the money comes from individual grants. 

Dr. Watson. The difficulty is with the research grants being for 
decreasing lengths of time, and when people's salaries are coming 
out of that, this becomes a nightmare^to' directors of institutions. 
What any director wants, if he does not want to think about his 
work at night, is at least knowing that his staff is going to be paid 
over the next couple of years. That is what I think core support 
can give. 

Now, I think the problem — and I have been off th' Cancer Board 
quite a while — but the way I saw it, all their projections on centers 
were based on a magical number of $1 billion for. cancer research, 
that is what Lee^lark wanted and thought he was going to get. 
That was $1 billion witliQut--a:n^ihflationary factor. Things have 
stayed clearly constarifT A number of centers were creljfed— I think 
too many — and most of them without the resources, really, to do 
their mission very well. So, there is a lot of realization that they are 
.hollow shells, but no can blame them because there was not the 
funding to make them more than that. So, you have major problems. 
That is why some of the criticism. You can get good ones, but you 
can get others where people have a very hara time because they are 
being asked to do more than they have resources for. 

Mr. Rogers. Thank you. Dr. Carter. 

Mr. Carter, "i es, sir, Mr. Chairman. 
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How do you recommend giving more attention to basic research 
activities? 

Dr Thomas. One 'mechanism, and I must confess the jdasiest one 
iliat, 1 must confess, pops into anvone's mind, is bv increa.sino- the 
commitment on the part of the total NIII in financial terms totasic 
research. 

Another possibility which we have discussed, and we were talking ' 
about when we were here last month, is to increase selectivelv the 
budget of the Tnstii nte for General Medical Sciences in order 'to be 
sure that the kinds of basic sciences that do not fit neatly and tidily 
mto any of the categories of disease efforts, will not be missed ancl 
will continue to be funded. We liave th.at advocated, a large-scale 
, •''^^^5.^^*"^' i'lcrea.se in the research i)roiect part of the budget 
ofthelSlGMS. ^ 

Mr. Cartkh. Yes, sir. ^at about FDA, does it rele:ise new drugs 
to you: for example, drugs you want to use in cancer treatment quite 
readily for your institution ? 

Dr. Thomas. We have not liad difficultv at Memorial Sloan-Ket- 
tering in procuring or getting approval of new drugs, as yet. We 
live m some apprehension about the future, but so far we have had 
no problems. 

Jrr. Cautkr. Well, I have seen some institutions complain of these 
drugs not being released. - ' 

Dr. Thomas. That is not to say we do not complain, 
^fr. rART>:R. You do romphiin? 

Dr. Thomas. We complain, but we have been successful in irettinc 
on with the .studies. ^ ^ 

Mr. Cartkij. Tn cases w!iere the course is known, where the patient 
i.s going to die. perluips shortly. T think, the drugs would be released 
on vour request, or on the request of two or three investifrators. At 
the least, they should be released, if vou know the patienT is o-oing 
to die immediately, or witltin a short' while without something'' that 
IS being done. We do know in some cases where patients are expected 
to die within a very few days and thev are saved'bv chemotiierapy, 
at lea.st for a time. In those cases, if Vou a.sk for a drug, I do not 
know but that it should be given to you.* 

I am verv much interested in the register which you propose We 
have an agency for statistics which, reallv, it wciuld seem to iiv 
would be the proper area for tliis to be done.* 

I do think that it should be complete and i'omprehensive where 
you can associate diseases with the environment, the differvnt ele- 
ments of . the environment, as it happens to be: and by that asso- 
ciation you might be able to tell whv certain tumors come in certain 
areas. T think tliat would be extremely helpful. 

Tlie distinguished gentleman froni Xew Jersev who was here this ' 
morning, of course he has a .^erious problem— go right ahead. 

Dr. Watson. Tt can be extremelv expensive to go on single in- 
stances and get the data. T was told of a case of the Cancer Insti- 
tute worrying {d)out men who worked in the upper regions of steel 
mills 

Mr. Cauti'ai. There is no such tiling as a free lunch. 
Dr. Wat.^kv. So. it was about $4 million, or something, to collect 
this data, wliicli was an extremely small occupational group: and 
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they did find that if you wore working in it, your frequency of lung 
"^cancer went up. wliidi docs not surprise me. 
Mr. CAimiR. Yes. sir. 

Dr. Watson. If you are going to cover all tlic groups who may 
be affected, you have to do it in a more systematic way. 

Mr. Carter. Well, I think we have in place an agency tliat can do 
it if we expand its work, yes. sir. 

Thank you. >rr. Chairman. 

Mr. RooEKS. The committeo again expresses its appreciation to 
you, and if you could let us liave for the record your tliinking: and 
we may^ have a couple of questions we would like you to give us 
your opinion on. that would ho helpful. 

Dr. TToAGLAXD. Yes. sir. 

Mr. Rogers. Thank you for your presence. 

Dr. Thomas. Thank you very much. 

Mr. Rogers. The couunittee stands in recess until 2 o'clock this 
afternoon. 

[AVliereupon. at 12:40 p.m. the subconunittee reces.<?ed, to recon- 
vene at 2 p.m. on the same day.] 

AFTER RECESS 

[The subcommittee reconvened at 2 p.m.. Hon. Paul G. Rogers, 
chairman, presiding.] 

Mr. Rogers. The subcommittee will come to order, please. 
. We are continuing our hearings regurdin*^ the "biomedical re- 
search and researdi training amendments of 1078. and this after- 
noon we begin our hearings with y\v. Jacob dayman, who is presi- 
dem, secretary-treasurer. Industrial Union Department. AFI^CIO, 
accompanied by Sheldon W, Sanuiels. director of health safely and 
environment. 

We welcome you gentlemen to the couunittee. We are pleased to 
have you. 

Your statement will he made a part of the record in full, without 
; objection, and you may proceed as you desire. 

STATEMENT OF JACOB CLAYMAN, PRESIDENT, SECRETARY- 
I TREASURER. INDUSTRIAL UNION DEPARTMENT, AFL-CIO. AC- 
[ COMPANIED BY SHELDON W. SAMUELS, DIRECTOR, HEALTH 
1 SAFETY AND ENVIRONMENT 

^rr. Cr.AVMAX. Thank you, sir. 

Mr. Chairman, and meml)er< of the committee, what I am about 
to say may appear to be flattering to several of you on this com- 
mittee, but indeed it is mear.r earnestly. 

^^r. Rof ;Fi;s. ^^ay I sav this committee can alwavs stand some 
flatterv. Isn't t)uit right, Mr. Maguire ? 

Mr. M AdiMHP'. A\ e get precious little of tliat. ^Nlr. Cliairman. 

Mr. Ci.AVMAN". I feel good about tliat. You even encourajje me to 
gild tlu' lilly. 

If we have not appeared before you in prior hearings, at least part 
(^f thr reason is tli*- s^-nse of .security derived from your long and 
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wK^o stowardship and the naro and interest of nioinbers such as Con- 
gnssnian Ma^ruiro. lentil very roconllv. tlio first weapon in the war 
arrain.<t occnpat lonal caneerr-OSirA— was in weak hands, unfor- 
tunately. T tliink you ean understand wliv that lias been the focus 
of our attention. Tliat situation, under the h^idership of Dr. Bing^ 
ham, has cluinged. And I might sav, parentlieticallv, draniaticallv, 
too, for tlio better. 

The seeond weapon, a national caneer profrmm that inebides 

serious attention to the problem is only now being forged in NCI 

after years of neglect. That progress must be credited'^to the initia- 
tives of tiie new XCI Director, Dr. Arthur Upton. Our purpose 
to(bay IS to reinforce his initiatives, to make sure that his eiTorts 
become a [)crmanent part of the Nation's war on cancer. 

With the unfolding implciucntat ion of the Occupational Safety 
and Ifealth Act for tiie first time we are beginning t^f? see (lie total 
situation. It is much worse than we anticipated. While we can adjust 
our objectives to our new perceptions, there remains a glaring void 
caused bv our failure in the past to develop an etTectTve program 
. of biomedical research and intervention for high risk worker popu- 
lations. That is not a faibire which can be perpetuated, . 

It is not possible to [)rovide a meaningful estimate of the total 
number m all high risk populations l^ecause of the lack of data, the 
continuous addition of new agents and processes to the "known 
list,'' and the necessary assumption that large numbers of workers 
are in more than one population becau.'^e of multiple exposures. 

Nevertheless it is fair to say that millions of people arc at high 
risk and can l)e expected to die of cancer and other irreversible dis- 
eases at increasing rates ])roportionatc to the rate of the industrial 
development of the past •['> years if we do not develop a national 
program of intervention. 

But it is also fair to say that not everyone in a high risk popula- 
tion will develop an environmentally related irreversible discasf^. 
Rates depend upon factors of individual biology and individual 
environment, such as heredity, duration of exposure, difTcrcnccs in 
the biological activities of the agents themselves, or their meta- 
bolites* and the mode of exposure. 

What we have found is that there arc millions of workers, farmers 
and small busmessmon whose past exposures have placed them at 
high risk of developing occupational disease. We arc talking about 
i to 8 million workers currently exposed to regulated and unregu- 
lated carcinogens, and just the recitation of those figures must strike 
terror into all of our hearts. We have no idea about how many are 
at risk for other irreversible diseases. The National Institute for 
Oecupatmnal Safety and Health estimates that one in four Amer- 
icans may have had exposure to OSIIA-regulated toxic substances. 
For these workers a perfect OSIIA program, supplemented by 
tlie toxic substance control pronrram in EPA, may do nothing— for 
tliese millions prevention may mdeed be too latc^yet they may not 
have clinical disease. Thousands more do have clinical disease, but 
could not be aided by a perfect health care delivery system no matter 
what. 

One of the most important concepts repeatedly established is the 
long period of clinical latency between onset of exposure or, per- 
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Ir.ips rnoro acruratoly. "ofToctiv^-' oxposiiro, and evidence of clinical 
disease. This ''silent period." so called, between initial effective expo- 
sure and the discovery of disease is of more than theoretical interest. 
Tt offer.s an opportunity, a possibility — because of the delayed ap- 
l>eaiance ini])Iied — that intervention during this time might be suc- 
cessful in breaking the cliain of events l)et\veen exposure to an agent 
and uncontrollable disease. While there are no guarantees, we should 
at least try to break some of the links in that chain. We must learn 
how to address the i)rf)l)leni early enough. 

Add to these ])roblems tlie rediscovery of Ini'gely unqnantified and 
neglected bystander and family effects of occu])ational exposure, 
and. indeed, you develop a problem that is big enough for all of ns 
to aim at. rlust i-jarenthetically. T remember when I first learned that 
wives and miMubers f)f the family would contract diseases from 
asbestos and other contaminants brought home on the clothing of tlie 
worker that had never been conceived before. Suddenly one became 
aware that it wasn't just the ordinary worker in the factory environ- 
ment who was subject to debilitating diseases, but it could be con- 
veyed readily to the family at home and even to the progeny there- 
after. So I think we get a small sense of the breadth of tlie problem 
we are struggling with. 

^fr. Chairman, with very few exce]'>tions. we have not. learned how 
to deal with this crisis: how to identify and intervene in the devel- 
opment of environmental disease among exposed populations. Nor 
are we making enough of an effort to learn. 

Significant— albeit insuflicient — progress has been made in the 
identificatioTi of a large number of environmental agents associated 
with irreversible occupational disease. Predictions ridiculed by in- 
dustry and ignoied for many years by those in government and aca- 
demia whose jiulgments were swayed an* being realized. Unless we 
achieve an amendment to the laws of nature, without preventive, 
preclinical and clinical intervention the biological im])lications of 
ii'ncont rolled industrial activity in the past mean future widespread 
di.saster — disaster, not only in terms of needless suffering and death, 
but also in terms of uncontained social costs that fuel inflation, un- 
employment and other symptoms of our faltering ecenomy. 

Tho.se laws of nature do not prescribe inevitable failure. The rcc- • 
ord of the past is not the experience upon which we can predict the 
future. Indeed, we have reason to believe that a generation of basic 
research is beginning fo ])ay off. 

It was on the basis of such research that the National Institute for 
Environmental Health Sciences was able to nmve quickly in the 
kcpone disaster and enable the devcloi^nent of the clinical means to 
remove the ])esticide from the bodies of ke])one workers through 
treatment with the drug cholestyramine. Surely, the risk of cancer 
remains, but just as surely that risk is greatly reduced. 

We realize that the failures of the ])ast include some NCI efforts, 
such as the programs in Tyler. Tex., for asbestos workers and in 
Louisville. Ky., for PVC workers, l^ut studies I hat are poorly de- 
signed, loosfdy administered, lacking in technical sup]K)rt <lo not con- 
stitute an adpquate test of the abilities of our national cancer pro- 
gram. We don't begin tc, have long-term surveillance studies of se- 
verely eX])oseil workci'S adequate in muubers and (juality — if the 




326 



committee would care to have a description of why the two pro- 
grams I have just described didn't do well, Sheldon Samuels, who is 
with me, T think, can elucidate on that. 

The Federal Government must see to it that research efforts among 
tliose unfortunate workers who suffer massive exposures are coordi- 
nated, that> studies are designed from the start to yield useful re- 
sults, and that extended funding is available to maintain the un- 
dramatic, but vital, registry and followup programs. This requires a 
larger number of studies, provisions for extended followup— and we 
emphasize "extended'' followup, and greater executive emphasis. 

Without such support in learning ways to manage the effects of 
heavy exposure we have only one choice — to repeat over and over 
the same mistakes, to accumulate masses of inconclusive data, and to 
watch thousjxnds more workers lose their health and lives. 

In the past, we had little reason to believe that we could learn 
new ways from the National Cancer Institute. 

Dr. Gary Flamm of NCI, at the opening session of the Clearing- 
house on Environmental Carcinogens on Novembers, 1976, expressed 
the attitude of hopelessness in NCI that once prevailed : 

In the State of Michigan there are ongoing efforts to establish registries of 
people who are on the quarantined farms where there has been heavy exposure 
to polybrominated biphenyls and we are hoping that after aU of us are dead 
and gone there wiU be some information that will be useful to those that suc- 
ceed us 20 or 30 years from now (that) we perhaps Avill have Fome informa- 
tion on appro.\imately 4,000 people as to what the effects of PBB*s may be. 

In a 1976 letter. Dr. Guy K. Newell, NGFs Acting Director said : 
"* * * certainly we are doing work in occupational carcinogenesis. 
What is probably missing is the risk factor— <iarly detection— inter- 
vention-oriented approach * * *." 

Nevertheless, even in the gloom of the past there have been ravs 
of hope. NCI's eminent pathologist Umbreto Saffiotti recently wvo\ 

A "new toxicology" is now developing to deal with the understanding and 
evaltiation of the mechanisms of molecular and cellular toxicology character- 
istics of the effects of agents inducing self-replicating cell lesions ♦ * The 
methods of this new toxicology have been developed mostly in the last decade, 
as a result of considerable progress in many areas of ba.sic science. 

The cholestyramine success was not an accident and will not re- 
main unique if the Congress and the administration take appropriate 
action. 

More, the fruitfulness of interrupting disease even after it has 
begun to develop is found in the observation of Dr. Marvin Schnei- 
derman of NCI, that we can expect nearly 10,000 deaths from 
bladder cancer each year, but that more than half of these lives 
might be saved by existing methods of early detection. If this obser- 
vation from a distinguished scientist is even remotely close to the 
mark, it indicates the magnificent possibilities we have if we really 
set up the apparatus for early detection and pursue treatment there- 
after. 

The desperate need for an integrated industrial-community pro- 
gram aimed at early detection of preclinical disease received scant 
attention in the pa.st. But if such a program either by itself or as 
part of a broader national health program could be administered 
by the apparatus now in place, it would be by good fortune. I^gisla- 



327 



tion is needed to incroapo the ccrtaiTity of a fnvoniblo ontroino. to 
decrease our reliance on chance. 

We liave not created an apparatus in n:o\'erninent or in the private 
sector aimed at reducinn: the risk of environmental exposure in the 
community and workplace through intervention. Some progress has 
been made in clinical research and the delivery of the therapeutic 
tools thus created. But the.^e activities in most institutions are iintied 
to environmental health and deal with disease essentially at the end 
of its development. Even if etToctive. based on what we now know, 
intervention usually will come too late to pre\Vnt the intiation of 
disease development for most members of high risk groups. But the 
process of doing what we can with what we know and simultane- 
ouslv expanding our knowledge, niu.st begin. 

Whatever apparatus is created requires enlightened and aggressive 
leadership to achieve a community of eilort.s necessary to overcome 
the instinet for administrative pettiness and organizational chauvi- 
nism that haunts any large-scale operation. 

Xeverthele.es. we must not neglect the probKuns of structure, which 
your hill and that of Congressnuin Magiiive rorreetlv address. 
.. Your bill. .\rr. Rogers, goes a long wav toward adjusting the strue- 
ture of the cancer program. Tn gc^ueral. we support your proposal. 
There are. however, some additional ideas in Nfr. '^faguirt^'s bill 
which we lu)pe you will consider fnvorMblv and incorporate in the 
final version. We .-upport. in If.E. lOlDO. liiuguage which: 

One. Directs an expanded and intensified research program for 
the prevention of cancer cau.--ed by occupational or euvironuiental 
e>:j)osnres. 

Two. Provides for a feasihilitv studv to esiablish a national re^^is- 
trv;. 

Three. .\r;mdates the role of XPT in pi-oinoting coordination and 
coopciation with other agencies. 

F<Mir, Enables a program to identify and screen populations hav- 
inir n high risk for developing caiu'cr bccMusf of occupational or 
rin ironuumtMl exposure in collaboration with laI)or an<l induslrv. 

Five Tvcfpiires an overslirht role for XCT regarding the quality of 
control ovei* ciuirer-causini; substanci'S. 

Six. Requires XCT to u<<\>t VAW in oviibiating cnrcinoL^enicity 
tests performed br'nongovei-nuiental hdxu-atories. • ' 

Seven. ^Vfandates that tin* advisory boai'd include public and scien- 
tific authorities with special knowledge of occupatioiuil or (Muiron- 
inimtal cancer. 

There are two otlier consi(hM':it ions which we hope the comiuitteo 
will adopt either by ad<litioual language ui the law it.sejf or through 
an expression of Congressional intent : ^ 

They are. oth^ that coordination with oilier agencies does not 
mean preemi)ti()ti and assistance does not mean maintaining a mo- 
tiopoly over g«)vernuHMit:il resf)urces. Tims, we belie\'c that the capa- 
bilities, in the control of eaurer. of OSTT.V. XIOSIT and XTEirS are 
essential and nee(i to improw and expand, albeit in collaboration 
with X(T. .Vn inter-ageney agreement should be require<l wliich 
would specifKally spell out the responsibilities of each ageucv so 
that the (litforent missions of each agency :ne met aiul the separate 
perspectives remain. 
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Two. tlui NOT bioassay pro^rrain must continue even when basic 
research-^as distinct from testing---o})i(.ctives are met, until such 
time as the Federal (rovernniont. has developed an adequate national 
testing f)rogram, 

Finnily, althougli our focus at this time is cancer, we are equally 
concerned about disease of the lieart, hing and blood. In this re^rard 
we^ support tlic language of II.R. 10008 which would add "environ- 
mental pollutants'' to the list of concerns in the prevention of these 
diseases, /- 

We have added some tables, four tables that I think are self ex- 
planatory and need no fur^ior discussion or description on my part. 
[Tables referred to in Mr. Clayinan's statement follow :] . * 
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TABLE 1 

. Sclecced High Cancer Risk PopulACions Exposed Co Single Carcinogens* 
Unregulated (No Permanent OSHA Standard) 



ACEWT 


lOPULATION AT 


Benzene 


c 

2,000,000 


Inorganic Arsenic 


c 

1,500,000 


cutting Oils (Nitrosamines) 


i 

780,000 


Ethylene Dibroraidts 


i 

660,000 


Chrooate Figments ^ 


i 

550,000 


Trichloroethylene (TCE) 


i 

280,000 


Hexavalent Chromiun 


c 

175,000 


Acrylonitrile^ 


"X i 
125,000 


Gidaium 


e 

loo.oogk^ 


2-Ni tropropane 


100,000 i 


Epichlorohydrin 


c V 

50,000 


Chloroform 


i 

A0,000 


Beryllium 


c 

30,000 


M-phenyl- B-naphthylamine 


i 

15,000 


Polychlorir.ated Biphenyls (PCS) 


i 

12,000 


Hexamethylphosphorictriamide (HMPA) 


i 

5,000 


Oibroaochlorcpropane (DBCP) 


o 

3,000 


Chlozoprene 


i 

2,500 


4»4»-diaminodipheRyl3je thane (DDM) 


i 

2,500 


5iee thy lea rbanoylchlo ride (EMCC) 


i 

200 



W1X)S3^ Criteria Document Estimate 



^U^^ Intelligence Alert Estimate 



Exposed: 6,430,200 



OSHA Press Release 

Permanent Standard Stayed in Court 
^ Emergency Temporary Standard Stayed in Court 
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TABLE U 



♦ 

CARCINOGENS REPORTED BY NCI CLEARINGHOUSE , 



Trichloroethylene 

Chlordsine 

Aldrin 

Chlorofcrn 

Tetrachlorvlnphos 

Procarba'-lr.^ 

l,l,2,2-TGtrachlcrc2T;har.e 

TrisC 2, j-ZJi'crcrr.coropyl) phosphate 

Dapsone 

Dlbroir.ochiorcDrspir.e 

2-Mcthy 1- 1-:-; 1 1 roant hraqulncne 

Lasiocarpl-e 

Captan 

H6xachlorc«?triar.e 
'»-Chloro-o-?h(?nylen3dia-'nine 



NTA 

Heptachlor 
Dieldrin 

Chlordecons (Kepcne) 
IPD 

Tetrachloroethyler.e 
1,1,2-Trichloroechane 
Kitrofen 
Isophospr.2rr.ide 
1 , 2-Dichlorce thane 
2,i*-Dinitrccoluene 
Trifluralir. 
■ Chlorair.ben 
4,i*'-Thiodianiline 
5-Azacytidine 



Based on fifty-four NCI bioassa/ reports rcvisw-d hy the Dn- E"-l -ti— / 
Risk Assessment Sabrroat.. Ei r.ty-ei^ht ;:hen.icals were tested. D'^c co 
marginal data or laadequacies of tr.e studies. :hc results from costs of 
^ Proflavm and Picloram were questiDnable, 
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TABLE m 



Unused MiOSH Microfilm Rscords of Workers 
Exposed to 3c52-naphthyl2nine (BflA) and 
Benzidine (BZ). 

Number of 

. PUnt and Location* Chemical Records 



Blackman — Uhter Chemical Division 
Synalloy Ccrporoticn 

Augusta, Georgia BNA 

Blackrr.m— Uhler Chemical Division 
Synalloy Corcoration 
. Spariar.C'jrg, Ss'jtM Carolina BNA 

LakewayChric.'ci:!-. Inc. 

Muskegon, Michigan. B2 

Fine Chemicals Division 
The Upiohn Campjny 

North Haven, Connecticut BZ 

Young Aniline Works, Inc. 

Baltimore, r/aryland BZ 

TOTAL 



252 

804 
220 

1,2C0 

680 
3.166 



Period 



1S40-72 



1967-72 



1962-73 



1946^3 



1937-73 



•NIOSH has identified Tcnneco, GAF, Fabricolor, Allied, American 
Aniline, Toms River and Geigy plants that once aroduC'd BNA .ird i 
BZ, but have not Identified the workers e.iposed. DuPont BZ and 
BNApiodJCtion plants and workers unstudied. 
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-373 O - 78 - 22 
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_ TABLE IV _ • 

flAXV/nD MCDICU. SCItOOt . . mAawftrTo. 

DCfARTMCNT Of NtUMUKC kASlAO KV.rrS CrNCRAt UOSMTAL 

rUlMQKANV tNtr 
MSTON, W/l5fACMtnCTTS «I|U 

January !S, 1977 

SUMMARY or 1976 MICDICAJ, ::URVEY AT KBI. IIAZI.ETON. PA. 

Total number of employees 162 

Total number ci men srtrveycd 161 (one refused) 

Total number of x-rays ]46 

Normal r-ray .-^nd Icng function I2i 

DcerecscU vital cap.-. city reeuirirg a 

repeat incr.flurement 5 



Deereascd vital capacity, unchanged from 
previous years, no follou-uo ' 5 



Abnormal x-rays requiring Turther x-rays or M. D. evaluation - 3 
^' "2 dentiuei on ihe lei't - repeat P.A, lateral and 

fluotosccpy. 

^* r>A " qacsfier.ab!c pleural disease on the right - repeat 

PA;. lulci-il, decubitiis viewy. 

3. ■ - cnUr-cd left ventricle - see M. D. for physical c:cam, 

B. P. check and EKC. 

Abnormil >:-ray report sent to us requirins actual x-ray for our 
review and ccrpp.iriron wi:h old films. 5 

Abnormal U.r^ fcnetion and x-ray requiring further e.-aluaticn .--t 
Obstrocli.e Inns clijca-e requiring M. D. ev.^ luAtion 9 



Obstructive luuz f^Jica-e not requirinc: M. D. ev.->!u.-^tion 4 

Wormal lun^ function, no change in an abnormal x-ray n 

No change in abnormal tunc function and abnor.-n.-l x-rav 7 

Decreased vital capacity and increased heart size rccuirirc M D. evaluati, 
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Jlr. Rogers. Thank you very much, Mr. Clayman for a very con- 
cise statement and expressing your concerns wliich the committee 
certainly will look into. 

Mr. Maguire. 

Mr. Maoutre. It was, indeed, an eloquent statement, a humane, 
statement, and a very wise statement, Mr. Chairman. I particularly 
appreciate the emphasis that Mr. Clayman has placed on acting on 
the basis of what we know. So often in these hearings we have 
quite properly appeals for more knowledge and for better research 
and so on, and that is critical, but I don't think often enough we 
focus on the need, as policymakers, to assure that people, now, today, 
tomorrow, next week, next year, ai-e going to be protected to the 
maximum degree we can protect them on the basis of the knowledge 
that we already have. I think that is a theme that Mr. Clayman has 
expressed very, very eloquently. I also want to express my apprecia- 
tion to him for coining fodav^c As president and secretary-treasurer 
of the Industrial Union Department, he has enormous responsibili- 
ties. We are very grateful for his presence here before the commit- 
tee today. 

Mr. Clayman, you have referred, on page 6 of your statement to 
the fact that. 

We have not croatwi an apparatus in povernment or in the private sector 
aimed at reducinR the risk of environmental exposure in the community and 
workplace through intervention. 

You suggested above that we need what you call an "integrated 
industrial-community program." 

I wonder if you or Mr. Samuels might wish to expand a little on 
how you might see such a mechanism being put in place and opemt- 
ing because, frankly, we are at a bit of a loss on how to do that. 
1 feel very strongly NCI should be given a lead role. I feel very 
strongly, as you do. that the other agencies ought to continue to do 
what they are best able to do in the particular domains of their 
responsibility. An outreach program is vitally necessary but also not 
simple to put in place, or perhaps it is simple to put in place, use our 
existing resources, but I would welcome an additional comment from 
either of you. 

Mr. CLAYTifAX. You have made it easy for me to refer your ques- 
tion to Mr. Samuels because you included him in the question, so I 
will ask him to make a response, and I will become his critic there- 
after. 

Mr. MAGuniE. Fine. It may be somethin<r that vou may want to 
submit some more thoughts to us later on, but if yon have additional 
thoughts, at this time, it will be helpful. 

Mr. SA:iru>:LS. Thank you for the question. Congressman, because 
it IS something to which we ha^'o given a great deal of thought. It 
IS something for which any extensive comment would require an 
addition to the record— if you feel it is necessary-. In a nutshell, 
what It means is that you have to look at the agency in terms of how 
the various elements of the agency are focusing on the problem and 
how these elements are interaeting witli oiher a^-encies. 

For example, the Department of Defense is*^the largest sin<Tle em- 
plo> or m the Nation. They have severe problems related to 'cancer, 
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especially in the shipyards. There needs to be very close collabora- 
^u""VriT r "^^^^ ^ transfer of knowledge, of technology, as 

the ]\CI knows it, so it can l)e applied to identifying, notifying and 
extending what medical a.ssi^?tance we can to the roughly 1 million 
workers at risk for whom the Xavy has a special responsibility. That, 
to some degree, is occurring. 

As you know, whenever you have two cabinet level agencies in- 
volved, there is always the problem of who is going to be suro that 
each agency does its job. That kind of high level apparatus dous not 
exist. I would think thafit does need to exist, but it also needs to 
exist further down the line, much below the cabinet level, at the 
section level of the Government where thinirs really happen. Agen- 
cies of government that don't .seem to focus on the:^e\^pecial problems 
need the spiir of prif^rities and, of course, this comes from each Sec- 
retai-y. The Iangua<?e does not imply that we are suggesting a new 
agency, but rather^u redirection of 'the existing agency efforts. 

Mr, Cr.AYM.\x. T su.spcct that part of the answer is a reeducation of 
the medical community in the various communities to detect those 
disca.ses. In many communities the facilities are very poor. In those 
area.s especially in smaller communities, where you may have indeed 
as much of an exposure to carcinogens as in large communities, the 
expertise to observe, to detect, to determine, even to report, are not 
there. T suspect that untold thousands are in the incipient stage of 
some di.sease and no methodology, really, or capability to make the 
determination in tune to get the job done is available\ Perhaps the 
medical .school.':— maybe you have to go down that far— medical 
.schools need to be advised and encouraged to develo]) greater exper- 
tise m the area occupational disca.ses. Rut T would like'^to .^eize upon 
your suggestion that we develop a more carefully thought out, more 
specific program, to jinswor the question that is* enormously central 
to the corporation of t jiis problem. 

Mr. MAariRK. I think wo all need to think about the logistics of 
now wi' are goin^ to reach that 7 to 8 million workers you referred 
to in tne most efficient tmd timely fa.sliion, and T would welcome a 
continumg dialogue on tlint point. 

Mr. rf..\YMAN. We would he happy to undertake that difficult and 
I)roper nuestlon. 

Mr M.\(;iTRK. You invited us, in efTert, to nsk about some further'' 
details res[)ecting the Tyler, Tex., ami Louisville, Kv. cases. I won- 
der if you would like to do tliat. now? 

Mr. Ci..\VMAN-. I did invite yon an<l if you look at the record, 
nltimately. I su<rgpst Mr. Samuels would be in a unique position to 
enlighten you. 

Mr. SAMi'Krs. Ye.«, sir. these were demonstration programs. One 
of the key elements in developing a demon.stration program is to 
develop, in these cases anyway, community level programs that 
can be replicated elsewhere. These were not community level pro* 
grams that can he replicated anywhere. In Tvler. Tex.^ which is a 
not only well publicized hut a tragic event even when the television 
cameras are turned ofT, millions were spent in computers, "consult- 
ants brought into the special project center, a great deal of time 
and money was spent going to scientific meetings and very- ineffec- 
tual— in the early years of the program virtually nonexistent — edu- 
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national jjrognnn?. Thoro was n fcx^iis on the rigarntto, which is cer- 
tainly important, hrransp of cancer, but not an ovorall approach to 
the kind of information that exposed workers need. There was very 
litth^ i-eal research in clinical intervention. There were a lon<r list 
of problems that we saw in Tyler, and it was tra<ric because NCT 
certainly intended to do a good job. Tn Louisville, Ky., mucli of tlie 
same kinds of problems occurred. There was, in a(jdition to that, 
misinformation given to these exposed woi'kers and their families 
about what their risks were'. Spme of the letting, bioassaving of tlio 
worl:ers themselves, from tb<^ro ports tlint are made available to us 
from the Xationiil Cancel- Institute, appeared to be inadequate. Our 
concern over thesr Drojects isn't that we had failures, because I think 
we have to exjiect failures— we can't expect success i'very time we tiy 
to initiate a project in a u^w area— but rather, that there didn't seein 
to be, until the appointment of Dr. Tipton, any attempt, to learn 
from these failures, go to tl;e next project and' develop some pro- 
grams that -A-ere coordinated witli adequate in-hoai^=e technical sup- 
port on which we could build a program. 

Mv. "Mm'.viui:. Do I take it you feel the National Cancer Insti- 
tute has not been sufficiently oriented toward preventive approaclies 
in the past? 

M\\ Samckls. Just looking at tlie budget, it is apparent that the 
concentration has been on the development of medical teclmology. 
AVe don't want to underemphasi/.e tlie need for this. There are mil- 
lions of people, if not this year, over the next generation, who will 
need the assistance which this technology' provides. The treatment 
centers which were developed by NCI, in fact should become tlie 
basis— or one of the bases--for tlie kind of community program that 
Mr. dayman refers to. We have, in efTect, a network which NCI 
has already created M-hich could become a source of intervention. 
This network is not now tuned to the environmental hax.ard, in part 
because the environmental situation has been downplayed and de- 
graded. 

Mr. Ci..\YMA\. I suspect that at the center of the problem is the 
question of the will of the total society, including government, to 
really get this job done. 

For example, I am thinking of the experience of the British in 
their shipyards in the last World War. Years before we even talked 
about the problem, tlu» British were, av/are that their shipyard 
workers were in trouble and it became a real problem there. They 
developed sonie devices, some compensation, some means </f treat- 
ment. We waited almost until the problem exploded in front of us 
before we even paid heed to the British experience. The fact is that 
we didn't have the will to really pitch in and try to tackle this • 
onerous job. If Congress, for examjile, indicates this will, and pro- 
vides the funds, I think we will be able to fin 1 tlie apparatus to get 
the job done. Kven though, at this moment. Congressman Maguire, 
we can't spell out how precisely, I think that while difficult, it is 
doable. 

Mr. AfAcriKK. Well, thank you very much. I do appreciate your 
emphasis on ''will'-. I think'that is* exactly right. I don't know 
whether you have I'ead— I sus])ect you have— the book by Paul 
prodeur, called "'The Expendable .Vinerican.s'', which portrays the 
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incn'{lil)!(' >torv in find ]i^vv\< of (exposure in oik* plant imd tho 
irpciitiil «l(M-i<u>n.- hy <rovcnnH('nt :i<^»*n('i('s that wcro supjMK^cdly 
n*<poiiHi!;i<' and ()th<»r>, which amounted tf> <hdih(M'at(dy \<ri\nvin<r tho 
facts as they w'oir pn'scnnvl — hiiioancratic inertia — (d(»vatin<r sliort- 
fcnu tiriaiicial considerations alw)ve otli(M- cnnsidcrat if)n.s, and tlio 
wholo sore storv- criminal nc<:l{'r-t ' on the part of all ooncorned — 
:uid \vc face this a<:ain and a;r:iin and a<rain. T hope yonr tostinionv 
Uoiy today and the nctions of this foininitt(H' will help to put. us on 
a ditlVi'i nt path. 

Thank yon for your <^pn(»rous allocation of time, ?klr. riuirnian. 

Mr. RooKKs. Dr. ( 'arter. 

Afr. (\\f;TK!:. 'I'hank you, Mv. Chainnan. 

OccupaiiouMl carcirm<x('n('sis ndaKMl to work conditions of many 
years at^o, lhat \<. cancer may devtdop years after the fii^t exposure, 
•n many cases. How would von recounn^^'id we act without waitiii^^ 
•JOyears^' ' ^ 

Afr. i'i.\yy\.\\, T suspect, whar wc 'h:»\'e first f^ot to do, is reco<rnize 
that cert:iin exposures nuiy ultiuuitely result, in produciion of ii 
cancer. 

Mr. (*\i:TKi;. AA'here are you from, plea.'^e, sir? 
Mr. ('r.AVMAN. Washington, 
Afr. (\\irrKi;. TFaveyou ..iways li\-ed here^ 
.\fi-. ('r..\v.>r.\.\. \o. sii-, T li,\*ed in Ohio. 

Mr. ('AirrKii. Ynw ai*e ri^rhi in the ed<^e of, really, a cancel' area, 
as perhaps you know. 

S\i\ f'f.AVM.w. Xo(|uestion about it. 

,\rr. (*Ai:TKii. *I'h(>ie is much cancer in this area. Wluit do you t hink 
r^anses it ^ 

Mr. ( 'i.AV>rA.v. What do I think f'auses it^ 

^\]'. ('AirrKi:. A'es. tin* caiu'(»r in this aiea. 

.Mr. (*rAV\rAN-. In thatar(>a in Ohio^ 

ATr. ('AirrKi;. Xo, Washinfrton. T).C'.. the east coast ? 

.Mr. Cf.AVMA.v. f am afraid. Dr. Carter, that 1 don't want to pose 
as :i rtuMlical (\xpeit, hut I have one hesidc nie. Afavhe he has an 
answer to that fjuestion. 

Afr. SA,\fri:f.s. Dr. Carter', thei*e is a r'oncept in l;u» literatuiT 
called the Trhan firadient in Cancel*— it is fjuite cont I'ovei'sial and 
It docsirt explain rdl cancoi-s fr>r the total population. For- an ai'ca 
like \Va.-!unf,^ton, D.C., it nuiy have some nu»anin<: heeausc thi.s is 
not a hi<rhly indust i'ialix.r»d area, hut ther-e aiT .^ome ui'han factors 
which <:ive us reason io helieve that th(\v mi<rht ho a<rcnts whirdi lead 
to th(* ti'ends that wo experience. For* example, the lar-frost sin^^lo 
source of pollution in the A\'ashin?.^tr)n, D.(\, area, is the motor vehi- 
cle. Motor vehirdes to(hiy, fr)r example, us(» mot(>r oil wit h an additivo 
callcfl ethylene dil)r'f)mi{h». Kthylem* dihrontide has htMUi us(»d to 
'•hernieally sterili/(» Inrlls. Ft i> in'l h(» air we hr-eat he. It is pr-ohahly in 
th(\ air in such srtuill rprantities that no (Epidemiologist would risk 
i-(datin;Lr it to a sin<:h» cas(» of cancer heeausc* of the multiple factor's 
th/it {»xist in an ui'han en\'irornncnt. 

Mr, C:n-t(M'. Over; in r>altimr)i'(». there is much cancer', Jhe cancel- 
rate is hiirher'. I think in the Fastern States than any <;r()np in the 
count ry. Can you ac count fr)i'that ? 

Mr*. SA.Mr'K.r.s. If you look at the cancer map wdiich von ar-e r-efer- 
r!n<r (f> and look at the whole <w)ast, nr)t. just Washin^don, D.C. 
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Mr. i'MirvM. Y r. \v<' looUfd :\t ilu- whole coaM. 

Ml. Samtkls. 'riK-n* ni'c ijnitc ;i huihImm* nl intfi'iv-tiiif^ variations. 
For <'\:mi]>l('. in that ]»art of* New J(»r.-oy (h:i( \r v\n>vM to tlu» Dela- 
ware line there :\ir very sharp ri es ui the kind of eaneers which arc 
a-sc/viated with oeeiii)ai ion , such a> l)Ia(l(ler cancer. When yon look 
'dosely at the <K'ath ce . t ilicale<, you find many of those peoi)Io that 
(h'veh)]) these car. ers were, in fact workei's *enil)h)yo(l hv the Du- 
Toni Corp. ai d f)thei' cori)o-al ions. In. l^iahiniore. there i.s a si)ot of 
» ancei's that have <h'finiie!y heeii i(date<l to a numher of cheinical 
tirn.-. r)ne i- tlu Vouii<i: (Mieniical Fi:in, ^vhirli made hen/.idine, 
anotliei- i- the F.MC [)hi.iU whrre nitrosannnes wore found. The ocon- 
]>ation;d cancers th:'t aic reasonahly linked to these occiii)ation:iI 
eXj osures. of course, sojM(»ti.ie^s heooiiie swallowed in the overall 
Statistic: . 

Mr. Caktki:. Were you ever down at the phint in Louisville, where 
flu-y had carieer as a re-ult of e.xpo.sniv. I helieve, to polvvinyl 
cliloride? 

.Mr. Samckks. I have only ser that phuit from the outside. 
.Mr. Cautki:. What ty])e of canci»r was that ? 

.Mr. Sami kls. 'I'hat was IIei)atic IIeman<riosarcoma, cancer of the 
vessehs in the liver — very rare. However, that cancer is only an index 
of the total nnmher of cancers that seem to he appearing among not 
f)nly those worktus hut workers (».\i)Osed to [mly vinyl chloride 
tlu'oufrhout th(» area. 

Mr. ('ai;tki;. Five deaths, five susi)ected cancers. In that one plant, 
from rhat one ty])e of cancer I 

Th(»y have tighteru^d the e.xposuiv. to polyvinyl chlorido tremevi- 
dr)usly. It sf'ems to nie where we have many manufacturing ])iants, 
particularly those which manufacture chemicals, we have au incmiscd 
incid(>nce of cancer. Fs that not corrcot? 

Mr. Samckls. Thi) NCI maps , do show a pretty good correlation, 
especially in the chemical industry. 

Ml. CAin-Kit. Particularly in the chemieal industry, that is right. 
Thank vou very ki^ndly. IFow would yon r'emedy this situation? 

Mr. ,^A^rfr.i,s. For the i)eoi)le that ha\-e heen e.xposed in the past, 
as our testinmny indicates, Dr, Carter, OSIIA and F^PA regulation 
IS cenainly not aderpiate. The i)i-ohlem that we face for the worker 
who lias heen exi)osed over a long i)erio(l of time is how to break the 
links in the <levelo])ment of the cancer. 

.Mr. Cahtki:. P>y the time he is exposed, it '.night he too late. That 
may come too hite. The seed may have heen i)lanted and he may 
have cancer '20 years from now. 

Mr. Sami kks. Just a footnote to what T have said, sir. There is 
another important element which T hope the regulatory agencies 
l)ay attention lo. that is. tin; heavily ex])osed worker who remains 
on the joh working with that carcinogenic agen' ..I'cds to have extra 
l)rotection, and I know the ()ccu])at ional Safety and Health Ad- 
ministration is attempting to do that. 

Mr. Caktk!?. Well, we certainly think so. Tt is rny feeling that 
OSH.V aiul .VIOHS view these diiferent luanufacturirlg plants very, 
very carefully. 

Thank you. 

Mr. HocKijs. 'I'hank you. Let me just ask one question. 
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Would you favor {i.ldinnr tho lioad.s of tlio FDA, the EPA, the 
Lal)or DepartiiuMit, ami the Coasuiiier Product Safety Coiiunissioii 
on the Xational (/aucer Advisory Boards Do you think that would 
he a gof)d idea to coordinate? 

Ml. Ci,AVMAN, My (juick judgment is, yes. 

Mr. RooF.K.^. Thank you very unich, Mr. Clayman and Mr. Sauuiels. 
\Vc are very plearied to have your participut'ion. T think you repre- 
.^ent a very important segment of people who are affectec'l and so I 
hope t]\\< will set a pattern of an even greater interest in health 
legjislation on the part of labor. It is helpful to us to have vour view- 
points expressed in testimony, so we welcome it, and are pleased 
that you are here today. 

Mr. C'uwMAX. Mr, Chairman, I am glad you are encouraging us 
hut even without that encouragement, we would assume that re- 
sponsibility, and we shall return. One of the reasons we would like 
to return is this is a very pleasant conmiittee to talk to. 

Mr. Ro(;f.k.^. Thank you for being here. We are grateful. 

We next have a panel composed of Dr. John R. Xelson, president 
of the A.ssocintion of Community Cancer Centers, and Grace 
>ronaco, national liaison chairperson'^for Candlelighters. 

We welcome each of you to the committee. Your statements will 
he made a part of the record in fidl, without objection, and you may 
proceed, as you desire. 

STATEMENTS OF GRACE POWERS MONACO, NATIONAL LIAISON 
CHAIRPERSON, CANDLELIGHTERS; AND JOHN R. NELSON, M.D., 
PRESIDENT, COMMITNITY CANCER CENTERS 

Mrs. MoNwro. Dr. Nelson waived in mv direction. I don't believe 
chivalry is dead, so I will oblige and proceed first. 

We are most liappy to be back addressing a committee wc feel 
very, very at home with, because it is a committee that has paid a 
great deal of attention not only to the .scientific basis that is neces- 
sary for good national cancer efTort, hut also to the ob.servations of 
the peo[)le that are a part of that efTort, the people that are affected 
by the etl'ort, the patients :uu\ the families that have .someone who 
is being treated or has been tn^ated for cancer. 

When we first appeared before this committee back at the be- 
gmning of the Cancer .Vet, we were three little parents groups in 
three States: Florida. California, and Washington, D.C. I think I 
can state now we an* actuallv a coalition of foruuil and infonnal 
parents groups in -10 States, iind that the product of our work over 
the hist li/j years is what you have before you in the- .statement we 
are making to this committee [see p. — ]. 

We have very closidy followed the way the National Cancer pro- 
gram has evolved and we have looked most clo.sely into the ways 
that we believe that the cancer program can be improved to bring 
more arul better rvsults from the research efTort to those who are 
effected with ^ cancer, r>5ii*l i<*idarly those who are children and 
adolesceuts. We i\ho bring a certain amount of good news, and, of 
course, good news is not considered very sexy, so T suspect the media 
isn't very interested, but I know this 'committee is verv interested 
in i^ 
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^ As of tliis lime, ahoiit '^:) \)vvcvut of tlio cluldron and adolescents 
tuat arc dia.^nnsod n-ifh r-ancnr are cured of cancer. Tf we take a 
look at cancers thai are treated well now, and T would .say tlmt 
mchides leukemia, Ifodfrkins and I yrnplionia.s, the j)ercentago of 
lon^r-terM) survival and cure is in the percentile and up we arc 
talkinjr aliout. T think we have come a very lonf? way from the fir.st 
tnne we .started talkin<r tf, you. and we were talkiii/r solely about 
the expansion of the research efl'ort.s to gain any kind of result.s. A.s 
of now. we are saying we see what the eflort.s thi.s committee lias 
given emphasi.^ to have done, and we wi.sh to as.sure that those 
etinrt.s are <Iistributed among all tho.se that need them, and that the 
cancers that have been resistant to research innovation shall become 
the subject of more close examination. 

r felt T wa.s listening to my.self talk from some of the remarks 
.Mr. Maguire made. I am a tran.sphinted New Jer.sevite. who fell in 
with a gentleman from this area. 

When (\)ngressman Maguire .stated he wanted people to act on 
the basis of what we know, that rang a responsive chord in two 
regards. !)o!h of which T will address fir.st becan.se they are the 
simpler part of what T have to talk about. 

When wc first appeared before the committee, we were talking 
about an absolute absence of infoi-mation that was readily available 
to the fro.it line physician and the family and the patient with can- 
cer. The people that want(ul to know— what is a bone tumor, wliat 
IS leukemia, what is lymphoma ? Ts there anything the Cancer Tn.sti- 
ture can give us to ex|)lain what is happening to our family member 
and how to cope with it. The information dissemination programs 
that were made a part of the 1971 act, expanded on in the 1074 act, 
have paid off. Cancer information services give parents and family 
and physicians access to good information on the .state of the art 
of cancer treatment. We have ready to go to ])re.ss now— I say 
we— T have such an identity with them— they have 24 pamphlets 
rcarly to go to press that are updates of all oiP the pediatric cancer 
literature as well as some new things we haven't .seen before. The 
one gap that exists in the program now is not the results of their 
Nl()rts. l)ut rather an absence of statutory direction, and I would 
like to see added to the information di.sscmination language in the 
statute an empha.sis also on the dis.semination of information relat- 
ing to rehabilitation. As we have more and more patients that are 
survivois. the survivors have special problems and tho.se problems 
need to have greater emphasis in the information dissemination 
effort. 

Our statutory language suggestions are set forth as a separate 
apf)endix to our .statement. 

The other remark that Mi\ Maguire made was with respect to a 
feasibility study, and a national regi.stry. I think that that certainly 
IS a most needed component of our cancer program, and I would 
suggest and point to your attention pages 4 and 5 of our statement, 
in which we specifically a.sk for a national childhood and adolescent 
cancer registry. This wc will explore later because it fits into the 
three-pronged an])roach wc would like to see, but I would also point 
out, before we go into that, that the children are only i percent of 
the cancers, anrl that they have proved themselves to'be tlie demon- 
stration pomt, the laboratory, so to speak, for the development of 
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mo<t of tlu- innovations tluit wo soo now in adult cancer?, the coni- 
binc.l t ln'.-iiothcrapy and tlic like wliicli {)ioneered in pediatric can- 
rrr. and tlicn was translated into tlie adnit cancers. 

If wp want to see liow tlie registry can work, we can look at 
pediatric concertresearcli that has led the way. 

I also woidd like to mention the nutrition prograin. In 1974. when 
we came before tliis (.•oininittee. we pointed out there seemed to he a 
gro'dt deal of infonnation floating around on nutrition but no one 
knew where it was and wliat to do witli it. Tlie word nutrition 
evoked unscientific responses from the .scientific commimity. Candle- 
ligliters asked wliat is tlie relationslii]), if anv, between nutrition 
and <het and cancer. Tliis committee listened carefully to that, and 
the day we testiHed, in fact. Dr. Rauscher, who was director of 
XCI was sitting in tlie audience and Cluiirman Rogers questioned 
Iiini on our suggestions. Dr. Rausclier had to agree that we were 
not off base, tliere sliould be sometliing done and something was 
done by this v'omuiittee in the diet, nutrition, and cancer program. 
That program. T Iiave to .say. is still a bit of a stepchild because the 
.scientists are not terribly convinced that the word, nutrition, doesn't 
call up witches and warlocks, hut T think that the progress tliat has 
come out of that program so far justifies a continued emphasis by 
this conunittee. Tliat is a prevention program. It is a program that 
IS looking at the cause and prevention of cancer from a nutritional 
basis, if there be any. as well as treatment. It will give us tlie answer 
from a scientific and reliable ])erspective as well as the aspect of it 
that wc first looked at, wliich is; How can better nutrition serve 
our children to fight against the ravages of tlieir diseases and of 
cliemotherapy and surfcery? There are some good answers that have 
emerged. There are booklets to help families. That is the easy part 
of what I have to .say to you— nutrition and information dissemi- 
nation. 

Now, I will get to tlie new approach to the research of childhood 
cancer that we would like to see. A three-pronged approach to the 
re.search efTori into ])ediatrics and adolescent cancers that will in- 
volve, (1) The establishment of comprehensive cancer centers, five 
in number, plus the one at the NIH Clinical Center, combined with, 
(2) an extension of the already excellent Division of Cancer Con- 
trol and Rehabilitat ion Outreach programs, their leukemia and 
lymphoma network that reaches down to the community physicians 
and gives them tlie aid and assistance they need tied to a center of 
excellence in cliildhood cancer to draw from for specialized assist- 
ance, specialiml equipment, evaluation and reevaluation, so more 
and more of our children can move from the cancer center to the 
commimity complex for treatment. I think we sec more and more 
cluldren. tlirough tlie efforts and demon.stration, that DCRR has 
put togctlior. tliat are being treated successfully in the community 
setting. I Iiave statistics relating to that in my testimony, and (3) 
a maternal childhood and adolescent cancer registry. 

There is one I roubl(\s()me aspect that results from, more children 
being treated where tliey should be treated in the coinnuinit}'. the 
numbers tlia* wo need for a research ellort. We have come u]) with 
some marveh, ways of treating cliildren witli leukemia and lym- 
plionia. We Iiaye also come up with some treatments that have extra- 
ordinarily toxic side etfects which reach down the corridors of their 
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lives, if tliey arc sni-vivors, and wliicli deal with the type of pre- 
vention elfort f oiigressiiian .Nfaguire focused on. These survivors 
may develop secondary tumors from treatment and other problems 
we cannot now ronceivc of. These numbers are lost to us as far as a 
research ellort is concerned, if tliey are treated in a community 
liosiutal settino;. I hey are not part of a retrievable data base. We 
want to see the researchers refine the treatment our children are 
getting so we will have less to.xic side effects as more and more 
treatments mov(! out of the center and into the community. We 
can t do that unless we have a suflicient accrual of numbers to be 
able to follow those children. That is why we ask for a national 
registi^- and that the cost of entering children into that registry be 
part of the federally funded cancer research. 

I have talked about outreach— that is working very nicely I 
have talked about a registry-we feel it is necessary to prevent or 
(ietect early cancers la children who have been subject to radiation 
and d.ernotherapy Hit why are we asking for a designation or 
abhshnient of ad. itional centers for tho. study and research into 
adolescent and childhood .:aneers. I wisli we didn't have to ask 
When .you first established tht comprehensive centers in the 1971 
act enil)ellishe( l in the 1974 act, -.ve hoped those centers could be the 
centers of c.Ncellence for nil cancers. Unfortunately, the small num- 
hers of pediatric cancers get lost in the comprehensive centers with 
very few e.xcei,tions. The research innovations that have occurred 
in pediatric and adolescent cancers have come out of those places 
that con(.-entrate on i)ediatric cancer, and for this reason, as a matter 
of conunonsense. and for easier management and continuation and 
expansion of excellence m the whole pediatric research area, we are 
aski.Mg for the .special desicrnation or establishment of cancer centere 
ilealing with childhood and adolescent cancer. 
That is the story from us this afternoon. 
(Testimony resumes on p. '.];y2.] 

(Mrs. .Monaco's preijared stal(!ment and attachments follow:] 
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STATEMEOT OF THE CANDLELIGHTERS 
ON THE "BIOMEDICAL RESEARCH AND RESEARCH TRAINING 
AMENDMENTS of 1978 (h.R. 10908) 
BEFORE THE 
SUBCOMMITTEE ON HEALTH AN3 E^^/IROHMENT 
OF THE 

COMMITTEE ON lOTERSTATE AND FOREIGN COKMKRCE 
OF THE 

UNITED STATES HOUSE OP REPRESENTATIVES 



Mr. Chairman and Members of the Committee: 

My name is Grace Powers Monaco; i am representirg 
CANDLELIGHTERS, a national coalition of: families of children 
affected by cancer in 40 states. We winh to bring to your 
attention those areas in which federal t'uniirg has hAd the 
most noticeable impact on oiir children's lives and tnose which 
we feel merit your further attention cithtir through program 
re-direction, emphasis or increased funding levels or oosiUion 
allocation. *^ 

Let me first extend on behali: of all of us our deep 
gratitude and appreciation to you, Ki - Chairman, and the 
members of this Committee for your ccntinuing efforts on 
behalf of all persons afflicated with cancer. Your unflagging 
interest in cancer research and the translation of this research • 
into tangible programs for detection, treatment and rehabilita- 
tion of cancer victims throughout fch« country has widened the 
benefits of the whole cancer effort. We know that th» lives of 
our children have been and are continu^illy being extended, and in 
many cases preserved, thropigh the cancer research efforts which 
this Committee has supported through the Natiaial Cancer Institute. 

Our testimony on H.R. 10908 fociisoa upon: the establis hment 

of Comprehensive C ancer Centers f o r the Research of chi ldhood 

and Aaolescent Cancers; the e stabllahment 'of a National c omore- 
hengive Cancer Rug istry for Childhood and Adolescent can cers in 
support of the nat ional researc h effrort ? cancer' control spe c-- 
incally the outreach program s for the demonstr at ion of ouc^i il- 

ful methods of treating childho od and adoleace^cancefa? 

nutrition and can cer and the i'rif ormation dissemination ro 1 e 

the National Cancer instit ut^. Attagh^d as App^.„Hiv a 

hereto are drafts of the specTfic statutory language requested 
by CANDLELIGhTERS for the proposed revision of the authorization 
tor the National Cancer Institute. 

Further, Appendix B hereto contains CANDLELIGHTERS recommenda- 
tions as to appropriations levels ,for the 'basic institute program 

bafe^vL''^h^^^h«"*'''?i ^^^""""l' ^"^P through 1981. CANDLELIGHTERS 

delei/ea that the authorisation levels set in H-R. 10908 should be 
increased to provide the appropriations commiT:tees with flexibility 
m lesponcUng to the needs of che Institute as they evolve. 
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THE NEED FOR COMPREHENSIVE CANCER CENTERS FOR 
CHILDHOOD AND ADOLESCENT CANCERS AND FOR A 
NATIONAL COMPREHENSIVE CHILDHOOD AND ADOLESCENT 
CANCER REGISTRY IN SUPPORT OF THE RESEARCH EFFORT 

CANDLELIGHTERS request for the specific establishment or 
designation of Comprehensive Cancer Centers for research into 
Childhood and Adolescent cancers and the clinical application 
of that research together with an expansion of outreach programs 
to the community based physician and a supporting National 
Registry has as its objectives; 

(1) To encourage a more effective advance^^e.^t in the 
biomedical and behavioral sciences by focusing upon 
inr.ovative, creative investigation in Childhood 
and Adolescent Cancer. 

(2) To develop through investigation, curative treatment 
for this patient population which would not include 
compromising either the quality of life or their 
individual basic human rights as research subjects 
and as minors . 

• (3) To "extend survival with disease" by " curing " more 
children and adolescents more efficiently . 

Through our unique vantage point as grass roots participants 
in the National Cancer Institute's clinical investigation efforts, 
we have observed and experienced both the rewards and the problems 
in the current research and demonstration programs which affect the 
cancer-stricken children and families. These observations , detailed 
below, provide the genesis of CANDLELIGHTERS proposal. 

Childhood cancer research has proved to be the single most 
effective model for understanding and treating many forms of 
cancer. Developments in childhood cancer have been successfully 
applied to adjlt cancers. Pediatric cancer.^ pioneered combined 
modality ther.ipy utilizing surgery, radiotherapy and chemotlierapy , 
various rescue factor approaches and adjuvant chemotherapy which 
have effectively arrested pr retarded the development of many 
adult cancers. Dr. Emil J- Freireich of the University of Texas 
System Cancer Center in Houston has said that drug combinations 
pioneered in pediatric cancers are now producing remissions in 
a majority of adults with acute myelogenous leukemia and a 
'•proportion of these patients are being cured. Five years ago 
if you asked me if we were producing cures, I could only say, 
'rarely*." Additional .specif ic examples include the development 
of and use of antifols in childhood leukemia which led to curative 
•measures in adult cancers, specifically the use of antifols in 
women with" choriocarcinoma? adjuvant chemotherapy in breast cancer 
to prevent metastases? and, the combination , chemotherapy in acute 
lymphocytic leukemia which is now being used successfully in adult 
Hodgkins disease, finally the total thereapy' concept used for 
childhood ALL is now being used successfully in cooperative study 
clinical trials involving adult lung cancers. 
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These applications of the results of research in pediatric 
and adolescent cancers underscores the importance of preserv^'na 
^^f?HhnnH ^^^^^ding upon the research efforts committed to 

cnil.ihood and aaolesecent cancers. 

Observations by parents in a variety of treatment settings 
su;j.5est .hat this research effort can best be served by Compre- 
r.ensive Cancer Research Centers for childhood and adolescent ' 
cancers. 

Althou.;h the inclusion of a pediatric oncology renter in 
^n adul. institution need not necessarily thwart development 
cur conversations with noted oncologists , -pediatric and othe-- 
..'ise-, con.iriTi that the Comprehensive Cancer Centers authorized 
-/ t:ji& Comni:tLee are alnost exclusively oriented toward the 
adult cancers. 

. Childhood and adolescent cancers present differently, mav 
.'.ave different causes, also respond differently from the adult 
cancers. The research breakthroughs in pediatric cancer therapy 
na-.e largely originated from centers specifically devoted to 
\ podi..tric cancer. Further, the apparently prevailing view in 
\thesc. centers is that pediatric cancer is a small percentage 
of cancers, and thua shouldn't receive the attention or 
pro9'ram status that adult cancers receive. 

The need for a Udtionwide, coordinated approach to 
cnildhood and adolescent cancers arises from: 

A need to insure that all children with cance r 
have access to effective diagnostic and tr eat- 
ment modal it ies . [ ^ 

CANDLELIGHTERS of Metropolitan Washington surveyed its 
members on the problems of diagnoses. The results, drawn 
from 54 case histories, showed that 61 percent of the 
cases, involving 13 types of cancer, were accurately 
diagnosed within 16 days. But diagnosis for the remaining 
39 percent took anywhere from 16 days to a year. 

The Chairman of the American Academy of Pediatrics 
Neoplastic Disease Committee, Dr. Frederic f^ilverman, 
confirms that "any given pediatrician in the couriie 
his 30 or 35 years of practice is only going to see a 
few cases of actual cancer. Consequently, he's not in 
a position to deal with it unless he can get some real 
help and get to the experts in the field." 

The need to develop less toxic therapies to n t/niH 

_a_dver3e complications in children with cancer s 

Which can now be successfully treated " ~ 

"For the longevity of life, we paid 'dearly. He 
liveo tor a long time (7years) but the results of his 
LivL.'v.j with this disease caused extensive damage to 
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I'.is lungs and cataracts in his eyes. The children are 
living longer, but the drugs are still as toxic as ever. 
It becones a serious question of the deterioration m the 
quality or lite" - Annandale, Va . mother of a 10 year 
old so!i recently deceased from acute leuken:ia. 

(c) A need for s'jfL'icient accrual of child cancer experience 
in certain ca ncer categories, which have been resistant 
to ther apy, and regui r incroasinc research attention . 

( c^) A need to follow meticulously the long term effects 

including totragenic, carcincc^?nic, mutagenic, neuro - 
lotjical and long and short term risks in pediat ric 
and adolescent cancer treatment (survivors) " 

These latter needs arise from a woicono phenomenon. cihildren 
with le.iJcemia, lymphoma or hodgkms disease nav now be treated 
adequately m a communif/ hospital settincj. Demonstration outreach 
prcgra.T's in cor^munity hospitals and pediatric oncolooistc treating 
children m a muiti-centor study funded by the ^JCI Division of 
Cance-. Control and R^rhabi 1 1 ta t ion (Children's Hospital, Los Angeles: 
Childion's Hpspjccil. Cincinnatij Children's Hospital, Denver; 
Dartnoi:t;i Me Ucal School; Ur.iversity of Alabama.- New York-Cornell- 
Mount Sinai School of Medic, ne) have clearly established, using a' 
cnildrer.'s hospital as an evaluation and re-eva I u3 1 ion center, that 
in excess of 50^^, of thoso children will probably atiiain a five year 
survival. ' 

However, sincu pediatric malignancies are much less common than 
adult cancers (1%) and since children treated in community hospitals 
are not generally incl-jdod :n research studies, the ability to follow 
and utilize them as rosearcM subiocts in developing less toxic 
therapy and in follow! ;ty lontj corm effects of childhood cancer 
is clearly diminished. This problem for research innovation and 
treatment will increase as. more and more pediatric cancers, thru 
DCCR's demonstration programs, move into cormiunity hospitals 
for treatment. Since childhood cancer is the. model for the 
study and understanding of all tumor types, these falling patient 
accrual rates pose a threat to the entire cancer research efforts. 

For all these reasons, it is recommended that there be 
established or designated regional comprehensive cancer research 
centers for children and adolescents, including the clinical 
cencor at, nih. It is further recommended that the research 
effort at these designated centers be supported by the establish- 
ment, supervisor, and utilization of a nationwide Comprehensive 
Childhood Cancer Registry through the Division of Cancer Treatment 
at the National Cancer Institute. 

anticIliatJ^Ainn^ realistic and workable: Almost 4300 of the 
anticipated 6.;00 new pediatric cancer cases each year in tr;e 
USA., are jccessihle to a data retrieval system through 
or exi 't!n';%'w ""^ chUdrens cancer study groups 

and ^^e col.m^' comprehensive centers. Research progr£.ms 

and -he co...munity based or children's hospital based cancer 
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control prograrrs may make the remainder accessible. 

The Childhood and Adolescent Cancer Comprehensive Centers 
would serve as the focal point of a government financed effort 
in pediatric cancer research and its clinical application, i,e., 
thesre centers would serve as a diagnostic reference point and 
an available resource for re-evaluation and long term follow-up 
for all pediatric cancer patients. These centers, by managemm t 
and use o*^ this large and varied research data system, could more 
qjickly pinpoint deadends or promising beginnings in research and 
clinical trials, and thus speed refinement, improvement and 
change in pediatric cancer management. 

Ore model suggested for this National Registry is the 
"Delaware Valley Pediatric Oncology Program and Central 
Turgor Registry" which is a Division of Cancer Control and 
Rehabiliatatxcn program originating from Children's Hospital 
in Philadelpi'.ia under the direction of Dr. Audrey Svans. 

The bottom line for this CANDLKLIGHTERS proposal is 
finding the research and outreach climate that will not 
nerely reverse the disease but will cure the child. This 
yoai is not beyond our reach. At a National Conference 
on the Lymphomas and the Leukemias, in October of 1977, 
the term "cure" was used repeatedly by researchers. 30 
years ago the average survival rate for children witb 
acL:te lyiiiphocyt ic leukemia (ALL) was only two months. 
Now for 50%, it is five years, vith many living and well 
far lon-^er. 

When former childhood leukemia patients live long 
enoLKjh CO have their own families and normal lives, "it 
is splittir.y hairs not to call them cured", said Dr. 
David J. Gaiton of the Royal Postgraduate Medical School, 
London, England. "We are possibly beginning to see the 
same apswincj in other forms of cancer". 

Dr. .Joseph V. Simone of Stanford University and 
Dr. Donald Pinkel of Milwaukee Children's i^ospital told 
of a jroup of more than 100 children with ALL who are 
in romLSsions, apparently well, three to ten years after 
dcuq trcicnent was stopped. "i think they are fairly safe 
now. Dr . Sin^one said. 

Dr. Charles M. HunuLey. Jr. of Emory University said, 
"•/ou yot different results if you treat in expectation of 
cure rather than palliation. Once we realized we were 
really crincj Hodrjkin's diseases, the cure rate zoomed up," 

w»? are also seeing a similar pattern developing in 
so/oral oth.er cancers of children and youncj adults such as 
jjriniary :>on»- .sarcora. Not enouyn time has elapsed to he able 
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to give long-tenn survival figures, but the early pattern is so 
similar to the one we saw in ALL that 1 hope in a few years 
to oe able to give equally good news about them These 
recominendations by CANDLELIGHTERS nold the promise of more 
good news. 

DIET AND NLTRITIO?^ IN CANCER 

?.t the request of CANDLELIGHTERS , the Diet, Nutrition 
and Cancer Program (DNCP) of the National Cancer Institute 
was mandated by Congress in 1974. At that time amendments 
were introduced to Sec. 407 (fa) (4) of the National Cancer 
Act of 1971 which now authorizes the National Cancer 
Program to: 

"collect, analyze, and disseminate information {including 
information i.'«specting nutrition programs for cancer 
patients and the relationship between nutrition and 
cancer) useful in the prevention, diagnosis and treatment 
of cancer . . , " 

Up to the end of 1977. 31 projects have been initiated 
and a range of educational and informational docuemnts has 
been developed. The program has established itself with 
th«^ medical and scientific communities. This has been 
done with the funding and staffing that fall short of 
receommendations and requests, and <:.hat are very low in 
relation to the importance cf nutrition in cancer prevention 
and treatment, and of the expected cost effectiveness of 
nutrition research. 

The DNCP informally coordinates its research activities 
with NIH programs as well as other government agencies. 
During 1976 and 1977, the NIH Nutrition Coordinating 
Committee (NCC) emerged as a trans-NIH entity for overall 
coordination of nutrition activities. It is likely that 
the NCC will develop an operTtional coordinating function 
during the next few years. At that time, the activities 
of the Diet, Nutrition and Cancer Program will be integrated 
in an overall set of NIH priorities in nutrition. 

Some of the projects completed are nutritional handbooks, 
for botn adults and pediatric cancer patients; Review and 
Analysis of Categorical Citation Information relevant to the 
DNCP: Literature Study on Indicators of Health and Nutritional - 
Stattjs witn Emphasis on Primitive populations; I,iterature Study 
to Evaluate Health farnmeturs in vario-is human toDu]ations in 
relation to diet. " 

Some onuGincj proj-ctis include: I^lont. if icat. i on of Past 
"^nqoLn-j, anrj future cJiMtai.-y and mitr i r. lona 1 survey a ^nd 
..Mncer r:p i dor. i o 1 oqy st icMes: Development of a guirJebcok for 
LMclusiori of Die.t;iry nnd Ai: nur.roijometr ic Parameters m cancer 
epidemiQloqy zt:idi"3: Hurvoy of Dietetic Prncticos and Procedures 
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used in feedxna cancer patients; Evaluation of the role of 
Learned food av<»rsion m the cancer patient; Gustatory (taste) 
evaluation of cancor patients; Anorexia in Adult and pediatric 
cancer patients; Opti.Tal Nutritional support as an adjunct to 
cancer therapy m the pediatric patient; studies of differential 
n-jtr i.r.ional requirenents by Host and t'jn:or as the basis for 
■Jietary trcacrer.t of cancer {brain tuners); Optimal Nutritional 
s-ppcrt as an ad^iinct r.c cancer therapy in the adult; Environ- 
ir.ental Stress and T'lntor iqenes is ; Ndtritive quality of dietary 
tiber for h'.iirans; dieta-:y cor^ponents and cancer development; 
effect of nutritional a. id env i ■•onment a I stress on carcinogenesis; 
effect on nutritional strfiss O'. ca rc inoqenes is , ; • 

Sone cf the new programs include; Dietary patterns, nutri- / 
t onal asscssrient . and cancer incicjK'nce of arr^erican vegetarians; 
Q'lant if :c<3t ion of chan'-j«s in body c.cjir.pos i f ion in cancer patients 
and evaluatior: of pha rnacoloy ic a-jents for the treatment ot anorexia 
in tr-i cancer pavierit. 

These prcqrans spea?^. frcn r^ scientific basis to the 
q:>TStions wnich Ar:(;rican puM ic asks on the rel.it.ionship 
of di»?t and nutrition to cause, prevent ion and 

creatrcnt o£ car.L-cr. We specifically request that authorization 
of this pro'^ran be retained. Levels of appropriations which appear 
to bo noef^-sed to support this prograni are 10 million in fiscal 1979, 
12 million m fisc.il l':>30, 16nullion in 1931. 

I NrORJ^^AT rp r; 3 1 S MI MAT IO N 

The Office of Cancer Ccrrjr.unications has initiated a variety 
of prcarams including] a C lea r incihouse and Career Information 
Services throiiqh L.Me Centers to implement the mandate of the i 
10 74 Act, to deviae means to interpret, and disseminate new and 
exis»inq kncwledqe and information produced by the cancer 
prcsr^j.T. to researchers, practicing physicians and the general 
pt:blic. The demands on this office by the scientific and 
l.iy piiblir are cjreat. CANDLELlGIfTERS can attest to the value of 
the information services provided and their usefulness to parents 
mJ front line physicians. They are indeed bridging the info- 
rf;,,jtiT;n Dtje to the efforts of this office, all of the site 

spcj li 1 p.jr.tr.-'.lcts on pediatric cancer have been updated and new 
onos t..i.'-i btjon added. However, there is one omission in the 
curr'-'nT utory language which should be remedied. The 

cjnrur r-irily" or patient also needs information on rehabilitaticn , 
tr <f.-y, Hrcnq ot^ser things -, to a successful re-entry into the 
cn:- r; .n i r v. hov thi.s reason CANDLELIGHTERS requests that the statute 
oxt'tji t^.e Institute's information dissemination role to include 
•mi reiKJbi I lat ion of the cancer patient including in the latter 

t'.^rr. .nf orr-.r. icn rtilating to enpioyab 1 1 i t y , insurability, education. 
:j:iy:ii '.ii thv-rapy. psycho-scci-T i. support, and the long term effects 
i)i t'lvripv in sjrvivin; cancer. 

.il;:.> :'":->.-:>t t-.'iL s i :< .additional positions be assigned to 
n:>e J i : ■ --i i n^i t i on 1 f i r t . 
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Mr. Chairman, Members of the Committee, on behalf of all 
parents across the country, I should J.iKe to again commend ycu . 
for your efforts and for your understundintj of our problems . 
Your dedicat ion to the cause . the cure and the prevention of 
cancer encourages 'us to face the future with a greater degree of 
hope and peace of mind. Those of us who have lost children are 
grateful that your efforts to authorize the cancer research that 
will be a memorial to fhem. 'And those of us whose children are 
under treatment are grateful for the hope vhich research gives in 
' maintaining their well-being. 

We gratefully acknowledge the part this Committee has 
played in the effort to conquer this dreaded disease. Than^- 
you for permitting ys to appear before you. 
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APPENDIX A 

CHIL JHOOD AND ADOLESCErrr CANCER CENTERS; 
COMPREHENSIVE CHILDHOOD AND ADOLESCENT 
CANCER REGISTRY 

SEC. 408 A. National Cancer Research and 

Demonstration Centers for cKildhood 
and Adolescent Cancers ; 

National Comprehensive Childhood and 
Adolescent Cancer Registry 

Authoriza tion; Support for Centers . The Director of the 
National Cancer Institute is authorized to provide for the establish- 
ment or designation of six centers (including the pediatric and 
adolescent oncology unit at The Nationrl Institutes of Health 
Clinical center) for clinical resr.^cch, training and demonstration 
Of advanced preventive, diagnostic, treatment and rehabilitative 
methods relating to Childhood and Adolescent cancers. Such centers 
may be supported under subsection (c) of this section or under any 
other applicable provision of law. 

(b) Authoriz ation; Support for National Comprehensive 

Chilcthood and Ad olescent Cancer Regist ry . The Director 
Of the National Cancer Institute is authorized to provide for the 
establishment of a National Comprehensive childhood and Adolescent 
Cancer ^xegistry. Such registry will be established a..- ^.lanaged 
by the Division of Canc-c Treatment of the National Cancer Institu: - 
Such registry may be supported urdec subsection (c) of this section 
or under any other applicable provision of law. 

^•=) Cooperat ive agreement with nonprofit agencies or 

institutions for federal payinents of basic operating 
_3upport: uses of federal funds; support limitations ? 
periods and extensions of support . The Director of the 
National Cancer Institute, under policies established by the Director 
of the National Institutes of Health and after consultatio . with the 
National Cancer Advisory Bogij'd, is authorized to enter into cooperative 
agreements with public or private nonprofit agencies or institutions 
to pay all or part of the cost of planning, establishing, or 
strenghteninq. and providing basic operating support for existing or 
new centers (including, but not limited to, centers established 
under section (a) of this section) for clinical research , training 
and demonstration of advar -ed prevention, diagnostic, treatment anu 
rehabilitation methods relating to childhood and ac^olescent cancers. 
Federal pa>Tnm ts under this subsection in support of such cooperative 
agreements may be used for (1) construction (nothwithstanding any 
limitation under section 285 of this title); (2) staffing and other 
basic operating costs, including such patient care costs including 
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trar.spcrtaticn and U/in«| vxponses for i. child or adolescent and 
ta.Ti.v n'.'.T^.;.>r as art. r-«|airod ror research and ilso including the 
ocfatiJ o: -nti.T:.:;.; jnu :r,a ir.ta • tiin j ...ach f:hild i -dolescent with 

na'.: :o;ui 1 i y :n -r.o Ccnprehons \ ve Re.ustr.. .nder sabsection (b^ 
ot s<'::-:i j!:: ( c:-nical tra.rJim: ( incluaing clinical trainin j 

.\;^'» . ^ * '*ss ;:>na 1 s) .ind ) doi-.icnst ra t ion purposes; but support 

!*-'/^*'' 'V'^'"^*^' ' '* ■^"^^'» support for construction) shall' not 

*,'.<':""'.. S ; --r >'.if '^onl-jr. S'ippcrt of a center under this 

s.icn : uf J .->.:■/ r,c- : Lf j -.-ri uti ,ioc t.G exceeci throe years a. J .-ray bo 

*. t^' 'T'^^.^*" '"''■** •''^^^ -'■''^'^^ Cancer I ".t iCu te for additional 

peri^.'.s -.'i ric r.'-.ro t^.r-'*.? y*?>" ■ trac:;, after review oil the 

oporat : ; r.3 ^or s...:h cu'nt.or hv a:^,^fi..:)r i af-.- scientiri: reviev .-;roup 
1 t :- . i;. I .-r ' ; '.M'-' N'.jf.cii-l Canctjr Institute. 



•-■ •^ N'.i', lori.j 1 Ciir.c^yr Ir.st it'..:to shall 
■.trac^ : j i t o. .ran to :;i s den "^.a to and j.nLorproL on 
. : :jr ura.-t. . t ic-nors and uti.cr .ealth prcjf '^sii .cn.i i s . 
► V,.. '...ii.jj;!! . 3:ji>nt::ic and othor m t:orn;at ion 

r,r. \<j:\ d ia>fp.(.si s and £reatmer;t of carreer. 
:z:J ^^.^ir-JL'il^-V v r . v^.L'I'l^l' 'IL J ..H: ' \ l^^l-} Jj-?^ ^ J^^t: including m tl^e 
■r^j^L^^ -.--f^"-.- iilL-'I-'L-:!.' JliLLl 'J J to vr rployM tjiUry, insurability , 
vLj ^j^;chcT_- .sr:,c ;_n I " ■ . ■ . ur.pc r t , and t hr I on n 

'T~J.i i-. .:7_l£L-iL_'-. J J:,' ' ^ '^ y ' n i^»;r v i vir cancer patienns , 



^ ■ - - •"1 ' y.''-' r ir.'-i i . -lii'jrn in.:i : n : orma t ion ( incl udmq 
r-:'ip.-7tir.^,- nM-r-t'on pro^'rans fcr cancer pati-jnts and 

: ^:\iy t'-'-\.vn n.r . t i.,>a a;vi car,.:'j_ ) a ixl n d , i n t o n s i f v 

: ui ' JlT- JJl^ .^yj... pi^c^ir v:-; i_t: riin^ c ho NatKjnal Cancer 

LLf .'iJ. _ ' . l' L 'A'^ *-' ,. \:\'^ _j^'J j_- L '1' r 1 1 : on i r. r. ho or o ve n t ion , 

fc ' :'•> J * . t;:*t '>! rancor , 



(D; IS a:>^:i:J»id by airi^.m'} .-.t "and" after 
Ln3«»r:.ir.: i.'.-r'jr'j th'j :,oriod the followin^^: 

'r.'- tiiS'.r.il year e-.id:r.t: September 30, 107", 
r r. r : sea ! y^ar en i m j Septiexher 30 1 ^^30 , 

: r t.r..> : . s r-a 1 year er.d in^j Sopte' ;e: jO , 1 OS; . 

C : .■^ aT.'T. i'rd i: / ■.♦.tr i'-; i n'l o-Jt "and" a t tr r i97 7" ; 
^: l-'-r-Jr- tj p-jTiO:! the ftjllowiut:: 59 75,000.000 
y'^'ar -j:'. :3n.: S-jpt-inrrjr jO, l'>79r $1,075,000 for the 
r:-f,t.jr.hcr 3), I'ii^O: anrJ ?1. 175,000 for the 
.: ,n : S-Jr>':orL.^r .k: , I'' \\ . - 
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Mr, RoGKRS, Tliank you. It is an excellont story, too, and very 
helpful, and we arc delighted to have yon l)ack before the committee 
again. 

Dr, Nelson, 

STATEMENT OF JOHN NELSON, M,D, 

Dr. Xklsox. ^fr. Chairman, and members of the committee, my 
name is Jolin R. Nelson, I am a practk'ing physician specializing 
in surgical oncology in Jacksonville, Fin. and am currently presi- 
dent of the .Vssocinfion of Community Cnncer Centers. I am pleased 
to present this testimony on behalf of the Association. 

The association is composed of physicians, nurses, hospital ad- 
ministrators, and other health care personnc! intf^rested in provid- 
ing better cancer care to the patients in our Nation's communities. 
Our membership represents over 400 community institutions re- 
sponsible for the 35 percent of cancer patients who need more 
specialized care thon that available in most American College of 
Surgcons-ap])rove(l general-care hospitals. Yes less specialized than 
that nrovided in {Comprehensive cancer (-rnters. This means that 
roughly 100,000 new cancer patients arc treated by our facilities 
each year. 

We understand that the subcommittee is currentlv considering a 
3-year renewal of the National Cnncer Act. In its deliberations, we 
would hope the subcommittee would consider the major work that 
needs to be, and can he, accomplished in the next 3 years. 

Allow me to begin mv comments by emphasizing that the com- 
munity heahh care providers in the association believe your de- 
cisions in 1071 and in 1074 to initiate and renew the National Can- 
cer Act have greatly benefited the cancer patients in this nation's 
conmmnities. ^fany of the new treatment tcchniqui^.s now available 
in the couununities and in siJecialized and comprehensive cancer 
centers offer new ho]>e, longer survivals, some cures, and a better 
chance for a more productive life for our patients. AVe hope you 
will consider reviewing the act for a 3-year period at an early date, 
allowing the National Cancer Institute to contin!\o its excellent 
work with maximum continuity. 

AVhen considering the authorization legislation before you, we 
hope you will considcu* several factors. 

Fii'st, there are s(^veral projects undei* consideration by the Na- 
tional Cnncer Institute which we belu^ve are urgent and wliich de- 
serve additional nmnies above cui'rent fimding i^rojections. .V second 
gene I'at ion of drugs that are less toxic and more effective is a high 
priority for community cancer care. If these drugs become avail- 
able, it will make j major difference in our treatment of patients 
and in their ?)hysical and mental well-being dui'ing treatment. This 
])roiK)sal well deserves n $ir)-million addition to current projections. 

A second s<^t of NCI pro])osals directly imj^act u])on members of 
our orgnuization. We need a source for continual u]vto-date edu- 
cati<ui on new ticat^ment methods foi* our patients. The compre- 
hensive r;incer centers, witli scientists involved in the latest patient 
resean-li. are i^'w })est source of this ty])e of information. AVe hope 
Congress will cf)nt iune to su])])ort tlu^ curiTiit centers, consider 
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creating now ones, and dosignato specific a])propriations for cancer 
control programs from cancer centiM'S in its new budget. Onr 
patients and your constituents deserve the l)est care available. 

The National Cancer Institute's Cancer Control Division has 
developed many programs that we, in ])urt, have carried out through 
centers or networks. However, these are erratic, with b\idget shifts 
frequently interru])ting education efforts. Connnunity pliysicians 
want continuous information or tend to regard a ])rograni as re- 
send)ling RMP, that is, uncertain wether their particii^ation will be 
abru])tly ended when the program is ternunated This discourages 
nuiny ]M-oviders from becoming involved in cancer education efforts. 
By regidari/.ing connnunity education ])rograms through centers, 
and by sjxvifving clollars for that purpose, the Congress can insure 
i\\:\t informntion ^will quickly and renrularly get to the puhlic and 
the professions. We hope the subcommittee will consider authorizing 
up to t?'20 million to be utilized a! the 10 comprehensive cancer 
centers to bring this echicational information to us. 

As a matter of infonnation in])ut, T called Dr. Gordon Zubrod, 
wlio is the (•om])rehensive cancer center director in my area yester- 
(biy, and discussed this proposal with binu He indicated to me that 
practically all of the Floi-ida cent(M''s dollars that provide infor- 
mation disseniination to the comnniiuty have been utilized. ITe indi- 
cate(l nmney is not available for the outreach programs in the 
Florida area and indeed in the Southeast., 

T have talked also with Drs. John Durant, William Singleton and 
others in my area, so T am (piite knowledgeable and in contact with 
these key ])eo])le in comprehensive cancer center connnunitv out- 
reach efforts. 

The National Cancer Institute is also proposing the establish- 
ment of an additional 20 ^'total comnuinitv cancer" programs at 
some $200,000 each. We would suggest that* the need for an addi- 
tional level^ of sophistication between those hos])itals meeting the 
American College of Surgeons' standards and the designated centers 
is far greater. At least IVy ])vvcvn{ of cancer ])atients need more 
sopliisticated care. Only 10 to 15 ])ei'cent can or should be seen in 
centers. The additional 25 to DO perrent ])0ssi!)ly Ho percent can 
receive the hest possible livatmcnt closer to home aiul family in their 
own communities. Our membei* institutions ]>rovide much of this 
care ('urrently. hut money to organi/e tluMi* eommunity efforts is 
la<'king. We would ho])e the subcommittee would consider authoriz- 
ing snliieient uionies to establish 400 of thc^^e minicancer centers 
throughout th(^ eounti*y, meeting the more extensive standards estab- 
lislKMl by the A^so«'iation of Community Cancer Centei's. .Vt $200,000 
])vv prograui. thin $S0 niillion, one-time expenditure, would bring 
(puility eaneer en re to nuiny more ])eople. 

.V thiid ^rt f)f \Cr priorities which the association lio]>es the 
suhcommittee will anthori/e deal with ])ain control and the de- 
yelopuifnt of terudrial care facilities. Tlu^ need for nu)re researcb 
in the ty])es of ]);iin and the means by which it may be ameliorated 
is great. The assorinlion is esperinlly interested in the conce])t of 
'•ho>]»ice." The a^soeirition believes that the <'()nce])t of hospice is a 
majfir addition to eommunily eauiMM* <'are. AVe believe that tl;e 
activitio- and rHoit^ extended hy (juality hos])ice ])rogi'aius hav 
an a]>propriate jilace nnd I'oh* in 'the eare of the terminally ill ca.i 
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c-cr i>nti('ni and shoulil. lluMvforc, ivcoivo tlio support of the modi- 
i.*:tl and allit'd luNihh piolVssions not only for their luinianit nrinn 
social \v(mm1i lint fi-r Ihcii* cont rihiition in rcdtjcinfr \hv potential 
rata>trf»p!ii(' ecnnoinii' imparl iipon the iinlividual and the family. 
Since theie are several emei^^in*:; •'models" of hospice— cominMnitv- 
l>a>ed. hoKpi!:il-has(Ml, nnd free standing — we Jiope the siiheoniniittee 
will authoi'i/.e sullicii^nl funds lo ilem'oiist rate all of these models. 
We would >ui:i:esl (luif ( Njofri'^'-^s aiilhori/e at least lii demoMst rat ion 
ell'nrts al :?ri(M).oo() riwU or million for the demonstration of 
hospice HHjdels. 

Tile a.-soriiit ion also helieves 1 hat the role of eonununity cancer 
care provideis should he vrrifrrn\yy<\ in national cancer pi'Ofrram 
and in youi' ivnewal of tle-^ act. The con muidly health earo provider 
is ih" nltinjatr ivi-ipirnt »d' nnich of the infoi-mation on I)etl^ r treat- 
luent for .'ancer patients. NCI nnd the National (\incer Advis'ory 
Hoard rMM'd commiinily input. \Ve recommend the Siihcoinmitlo'o 
amend -iviion lln|;('i) of i he National Cancer Act. (U'si<;nat in^ 2 
of the Is National Cancel' Ad\isory Hoard niemhers as ''comminnty 
Cancer fan' [providers activ-'ly eni;a<:ed in the ti'ealment of cai^.rer 
l)atients." Thi^ will insure solid comnumity input into NCI's out- 
rench ctl'oi t s. . 

Cnrrrntly the IS nuMuhcr National Cancer Advisory Board is 
appointed without :niy -pei'ilic lepresent at ion. However, we imte 
that in thi.- I'-Jirwal of tin* act you are ah'cady considei'infr dosifr- 
natin^ ol' rhe nn-mhers as "k'nowledfroMhll* in environmental 
c:iivino<;enc<i^." "With over >;fiO million desirrnaK'd for commiuiity 
proirrani--. the N(\\r> ha< no representatives from the practicing 
medirnl (-.unmimily. AVe would hope the sul)conimittee would end 
this exclusion. 

Mr. Chaii-man and niemhers of the suhcommitiee, T ho])e those 
recommMHhit iou^ hy the .Vs-oci.-it ion of (\>mmunitv Cancer Centers 
are ()f a<<i-fanci' duriu*: your delilMU'at ions, Oui* i'ntei-esl is in pro- 
vidini: (jualily caiici-r caie in (uir communities. Youi" suppoi't for 
the N.ihonal Can-vp Xri.iAi^ N(T and an increased level of authori- 
zation is uririMl. Now. a- we heirin to see the results of the l:;st 0 
years, is not the tiuH- to slow dr)wn a <;ood pro/ixram. 

I nii^dit alsi> interjeet, as did Dr. Hvrd, vosterdav, that 1 am a 
practiriui: }vliyMei:iM. I am not funded hv 'NCI, and most of mv 
elfoit- are \'j>hintc(u-. 

Mr. K*o(a:i;s. .\nil the committee (M)mmends you. Dr. Nelson, and 
appreciate- your >ei\'iee and also the statement von have sriven to 
us today. * 

Dr. .Vr.r.snx. Thank vou. Mv. Chairman. 

Mr. RooKNs. Di-. Carter. 

.Mr, C.\inr,n. Tiiauk- you. Mv. Chaii-man. 

Do you think that* the work th.at vou are doim: should he ex- 
panded rather '^n-eatly. the -lOO eenttuv. such as vou ar\^ a part of 
now ^ 

Dr. Ni-.r.S(.N, Dr, Carter, f helieve that the taxpavors dollar can 
he mo-t etree{i\'el\- ulili/.ed hy takin<r existinir coiumJinitv cancer 
care juorriams and deV' lopiuir them into what' we would call mini- 
centers or v.iiat we would refer to as ACCC ac(rredited cancer care 
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proirrain.^. Tlint \y:iy. wo would not be sponding inonoy to duplicate 
fatMlities jilrojuly in con)iutinit ios. 

In .[ac»k?on\-ill(\ Kla.. \v(^ hjiv(> had a canrer ronjistrv in oxislenco 
for almost ^0 years, \vli(>r(> infonnation is availahlo and wlicro viv, 
iMV stndyinfr wliat liu.s liapponiMl to our <'ancor patiouts. Wo liavo 
ali'of tlu> farilitios one would expect. It would l)e u loss and a waste 
of funds to inject too unich uu)ney into (luit ty[)e of situation. How- 
ever, we are in threat n(M>d of money to help coordinate eaiicer care 
activihes in Jacksonville. We have wluit is call(Ml the liortlicast 
Florida cancer pro<rram and we have a secretary win) tries to co- 
orduuOe all the various aelivities. hut sh(> is funded with a very 
small lUMuher of dolhu's. 'I'liis needs to [)e improved. We have tliff^ 
type of situation in varyin^^ sta<res of sophistication throu<rhout the 
country. Some hospitals have a hundred beds, some nOO. The level 
of the^ cancer mrv pronrnuu in (>ach of these hos[)itals varies. We 
feel .35 percent of these pro^rrams should l)e upgraded to an ac- 
rreil Ued status. 

Prolmhly 50 percent of other hospitals can handle basic cancer 
care wuhout too much S()|)hist icat ion. ^fjinv cancers can be handled 
etlecriv(>ly without a sophisticated <-ancer pro<^ram. We do iiof^ 
propone the use of dollars under those circumstances, when they 
nn<rbt best be utih/ed elsewhere. The rommmiitv is fullv supportive 
of the sophisticated cent<'r. We think researcli. education, and treat- 
ment <:^o hand in ^Jovo. 

Mr. (\\inTi;. How would you like to settle that— with medical 
school bein<r the center^ They could coordinate an outreach pro- 
pam in diirereut soctiou-- of the stated Of course, the school can 
be used and specialists at the school can be used to assist thorn out 
in the ai-(>as of tb(> State -do ynu like that iilca or not? 

J)r. .Vki.sox. [ think I would support that idea, and I think tliat, 
as I have worked m the .\ssoclat ion of (^)muninity Cancer Centers 
since lOrJ. T see the need for considerai i(m of couuMiin'iiv needs in 
ditrerent sections of the country. I do not. tiiink that a i/iaster pro- 
jxram can be ai)p!ied to (he entire count r\-. IW so (hVmo'. we would 
waste the eirorts that have been exi^ended'bv uni versir i^s. by clinics 
and I)y spenahzed and c(,iuprrhen>ive centVrs. An examide would 
be Dr. dnhn Dir-nnt s proirram. Another would }>e Dr /Toertors 
pro<rram ai the Afayo (Minic. Acro^^- the iiortliern secri.Mi of our 
country, he has proved that evaluation and treatment of some 
canciu-sran be>t be (dinicallv M udied at the communily level 

^Fr. C.MriT.K. Dr. >rartell ? 

Dr. XKt,so\. Dr. Moert(d, 

Mr. Cautij: That a diilVrenl Moert-i th:in th,- one whr- has 
done some work on radioart ivity of alpha |^art i< les causin<r,.aneer? 
^ Dr. .\ri,sox. Dr. M<H.rtrl is head of x-.-tion dealiu- with --astnv 
intestinal caui^cr. 

Mr. C.Nr:y:,;. Wiiar sucre.. ijave yrm in tlie treatment of 

Dr. .\m>-on. I d ) uf.t rreai f.enkcinias i>er.^ona !! v. 

My. Caktkj' To you oftrii um« k .nor !i,-ra pV (w X-rav befo'-e 

you do \ i WW ^ - ; ■ iT{^r\- ( 

\^v. S'i:ts..x. 1 ,;r) oftri> UM. X.rav prior to Miri>vrv Ch^-mo- 
theiapy tre';i:rut]\ ;!H>d . >»a rt iiada rly ih, hVeast cancer! * 
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Mr. CARTT-:n. Thoro is n clifT(M oneo of opinions betwepn snrpoons 
in tins nroa. Some foel they slioulcl and otliers don't. Certainly, I 
support your program. 

Dr. Nki^ox. Tliank yon very mucli. 

Mr. Carter. Continue to do so. 

Mr. RoGKRS. Mr. Ma^ruire. 

Mr. :^^AGl^RK. Tliank yoti. Mr. Chairman. 

r would like to ask the two of yon whether vou feel tliere has been 
enou^rh emphasis on preventive stratojries at' NCT in tlie past and 
whetlier you worikl advocate expanding]: and intensifyin<r efforts 
based on disirability of prevent in;^ cancer ? 

Dr. Nk^ox. I think that NCT, tl)rou<?h tlieir Division of Cancer 
Control, has been very helpful to the communitv. We have worked 
with Dr. Fink and tlie various people in lier Division, We believe ' 
that more effective control can be accomplished at the community 
level through .satisfactory funding of community cancer centers. 

Mr. Maguire. When you use the word, control, does tliat siffnify.^ 
prevention, m your mind? - o ^ 

Dr. Nelson. Yes. 

^fr. Maqchre. Or - 

Dr. Nkt^ox. T think the control of caucer is prevenfkm. I think 
that if one is f?,ble to detect cancer cause and effect preventive meas- 
ures, that does represent cancer control. 

^Ir. JilAGuruE. The word, prevention, doesn't appear anywhere in 
your statement. Your entire stuternen? . as I understand it, is oriented 
toward the treatment strategy. 

Dr. Neusox. 1 think yon "can appreciate the fact that we are a 
group of corumnnity providers and such our patients are in need 
of treatment. As I listened to testirnonv this morning, I lieard the 
very exro^ent pres^r>trition of the scientists who necessarily have to 
look down tne road 10, 15, 20 years, 30 years. I have to look at todav 
and tomorrow, 

I got up at 4 this morning and made rounds in three hospitals and 
saw many t uncer -patients in varying stages of treatment. Their 
7ieeds arc today and tomorrow. Conscquentiy, most of my efforts are 
m the direction nf community cancer treatment. 

Mrs. Monaco. I think I would also like to address thot. We have, 
m our statutory appendix, and I think at various porats throughout 
our statement, mentioned prevention— the iiutrUion i>rogram we :,rap^ 
port. We have also mentioned it in the context of adding prevention 
m the ^ 

Mr. Maguire. I didn't say yon hadn't mentioned it? 

Mrs. ^foxAco. I know yoa didn't, but I might tel'i you. maybe it 
sounds a httle uncisual coming froni the mother of a child with can- " 
cer^-when you are dealing ^^rilh treatment, as something that can 
keep your rhild v;ith you— out oiir organization is thinking r>ot iust 
of our e.vperience, but the other parents we hope will be able to 
avoid the px{>erience we have had, if we can have means of preven- 
tion of cancer and for this reason, in the pediatric cancer I 
could commend to you the progran. of Dr. Robert Miller at NCI. He 
IS one of their chief epidemiologists. He puts out a little news letter 
each month on childhood cancer, and it is amazing the variety of 
things they are looking into :is preventive agents in the womb' and 
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aftor tliat~-l)iolonri(.al ninrlv(M-s by which you will ho ablo to toll if 
.soinoono is (lovH(i|)intr Homothinnr ;nul stop \t hoforo it start?. 

T tliink. in tlii* whoh* jiroa ynw woro frou\<x ii^t^ in provontion, one 
of tho ninst important nspocts ynii vau ooiu^ontraro on is ways of 
iilfntifvinrr hy biolonrjcjil HiarlvoVs that will h»t iis find out what is 
haf)poTiinn: oarlv onoiifrh to provont. so w(» can dclorniino whon soino- 
ono is npproarhintr a probloni. Tbinors lik(» Dr. Miko J>porn is doin<r 
at NTT, which is so bclpful, \vc hoi)o. in prevcntin^r asb(»stos rclatod 
Cancers. As pnrcnts. wo want to prevent, and wc arc sonio of tho fir.st 
lip in arms whon an industrial plant is dnin»^r tbin^rs wo thiiik are a 
no-no in our conunnnity. Tf our children alnvidy liavo cancer, wo 
don't wjint to hiivo t hat ' intensified, and wv. want io keep tho rest of 
our family around if possible. 

Dr. Nki.sox. On(» oth(»r thinir. on the conti'ol situalion. You are 
probnbly aware tliat. tho incid(MU'o of huifr can(»or in northeast. Flor- 
ida, i^' on(^ of the hifrliost in the country, if not tho hi<xhest. Wo are 
presently, as a conummity cancer pro^n-am. lookin.^ into\vliv this 
sitnati(m exists, and if you ask mc— why do we have more lung 
caiu-or in northeast Fl(M-ifla than any place in the country? My an- 
swer is. T do not know. Wo are in the process of developing a pro- 
posal to study those rea.^ons, and T sui)posc that, this represents 
community cancer control efl'ort through our program. 

Mr. MAcrtiiK. Just one final (piestion. Afr. Chairman. 

.Mrs. Monaco, wo have discussed here a national registry which 
would apply to everybody. Would T be save in assnmir<g you would 
not 1)(» adverse t(^ tho establishment of such a registry in that it 
would ;il>(> inclufle children, just as it would include evei'vone else? 

.Mrs. Mo.v.vco. I wouhl not be adverse, if it is ])rond enough in 
•scope ai,d (puility to follow the problems of survivors and side 

0 fleets. 

Mr. yi.\avmK. Fine. Xow. with respect to centers, if it could be 
shown that childi-en would get proper and adefpiate attention in 
the context of existing centers, vvouid you feel that— would you 
modify your proposal Tt strikes me this ])rop()sal comes out of a 
feehng of neglect and if tho problem could be dealt with without 
.seti up whole n(^w chain of centers. I wonder if that wouldn't 
be «s good. Do you feel vour proposal is reallv essential to cbanirin''' 
the situation ? * . 

Mrs. .Mn.VACo. I do not have a clo.sod nnnd. but it is rather close to 
being flosed. T think wc do have a few areas of excollemv in this 
country in ptMliatric <vincer. which are* already designated as com- 
prehon'^ive centeis. I>ut in order to reproduce those within the con- 
tf^rs that have been dealing ])rimarily with adult cancer, vou would 
n»ally have to vedc-i;:n the wheel, reinvent the wheel. 

Mr. .M.\f;rii:K. Vou. yours(df. pointed out the relalionsbip of what 
you arc finding our about the child cancer and applications to adult 
^•ancor. 

.Nfrs. Mo.VA<-o. I would be haj^py for them to use ev.Mything to help 
them out we cofild lind. I see nothing from what iia.s happened in 
the last t> y(>ars in centers that would lead mc to believe that, cbild- 
liood canrcr .-an. as only 1 ]H-rccnl of the cancers that are looked at. 
he anything but .-{t»{)cliildreu in the exist ing centers. 
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Mr. RoGKns. Mr. AValgren. 

Mr. WAr/;KEN. Have we tnlked about hospicos and explored the 
opinions of tlie witnesses about wliat should be done? 

Mr. IvooKK.s. We have gotten some expression. Is there any further 
comment you would like to make i 

Mrs. MoxACO. The question of hospices related to pediatric cancer 
and adolescent cancer is really not terriby fruitfid. Most of the par- 
ents that have children with cancer would prefer to have them die 
at home and v»-oidd like the ability to do that. I would hope that 
any hospice program that is funded would also provide for home 
care programs so you can have outreach from the hospice to help 
families have their children die at home. 

Mr. AVai.okkx. Is it my understanding there is almost no hospice 
type medical reimbursement at present and someone who wants to 
pui>^ue that concept has a great deal of dillieulty. either finding a 
place or having his costs covered by medical insurance? 

Dr. Nelson. That is correct. 

At this time, it is very difficult to finance any type of hospice ac- 
tivity, whether it is in the hospital or whether it is a hospice with- 
owt walls, as she has mentioned in dealing with children and adxilts 
at home. We Imve under investigation, now, as a subcommittee of 
the Association of Community Cancer Centers, this very subject. 
That is, providing third-party payment for a hospice care. AVe have 
a conference .scheduled for Ajiril 28 and 20 on the subject of liospice, 
and at that conference the funding of (he hospice will be di.scussed 
in detail ; and I have .several i)eople who now are looking into mech- 
anisms for payment of hospice activity. 

Mr. AVALonHN'. Presently, there is no funding whatsoever? 

Dr. Nelson. No, not to any extent. 

Mr. Waloren. Can you just quickly .sketch out for me these vari- 
ous models that you recommend pursuing? 

Dr. Nelson. Basically, there are three models. One would be the 
freestanding hospice. That is a hospice that is built for the terminal 
care patient whose restrictive guidelines are considerably different 
tijan you would experience in normal hospitals. That is, there would 
be no hour of exclusion of family or friends. There would be no 
prevention of the patient receiving medicines, during pain, nausea, 
vomiting. It would be developed with a number of paraprofes- 
sionals; that is, people involved in the .social and economic well- 
being of the terminal cancer patient, the clerg>-, and so forth. There 
is a total concept of hospice care under that concept. We also see a 
second hospice model being developed in community hospitals. Under 
these circunLstances there is the same type of approach, but with hos- 
pital activity. We have recommended the nuk-ses in that type of unit 
not be floating about the hospital but be trained in the care of the 
terminal patient. A third type of hospice model is being developed to 
help take care of the terminal cancer patient in the home with phy- 
sicians and nurses and social workers participating in that care along 
with the appropriate church and clergy. 

That, briefly, represents the three models we are interested in 
developing. 
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^ Mr. Wai.gkkx. As .somoono who .-ocs ji irroat of canrer pa- 

tients,- would you ?;iy that tho ho-pici* ('oiiro])t. dosorvos a high pri- 
ority in our rnrdical fuiunn(r syj^toni from <xc)vrrnmont sourros? 

Dr. Xr.usox. Yes; I fimik it dc\-<M-vos a hi<^Ii priority wh(!n vou 
consider over half of the patients with cancer are going to die of 
that disease. Their terminal care hoconies very important. Particu- 
larly, the extension of (heir life witli radiation*, surgery, and elienio- 
therapy is probably nuikinir hospice care (»vea more important be- 
cause they arc going to liw h^iger and deserve more care during the 
terminal phase of their illness. 

Mr. W.VLGKKX. Ls it true that there would be circumstances where 
somebody would have need to be admitted to a hospital to die and 
not be covered by present insurance systems because they are ,^ot 
going to be receiving "skilled nursing care"? 

Dr. Xklsox. That is entirely possible. I saw a lady this morning 
who is a patient of mine, who years ago had t»'\'ten,sive breast 
cancer mvolving tho artery. lungs, bones. She had chemot/herapy and 
she is alive oV^ years later. Shells in the hospital now bemuse in the 
little town where .^*he lives, she <loes not have any type ofVare facil- 
ity. After a certain number of days she -svill be siibje<.t to })eer re- 
view in my hospital, and no longer be authori/Ad for continuing 
[)aym(^nts of her care. She will be subjeet to being placed in a skilled 
nursing facility. She will be reviewed in that facility bv the peer 
review mechanism of my medical society, and if it is (letermined slie 
do(»s not need .^killed care, she nuiy not, 'in fact, have funds available 
for her care. That is ju.st one example of what is going on right now 
in conununity hospitals. 

Mr. W.\r.Gm-:.y. So there are severe gaps when someone comes to a 
iermina[ situation in the care we are talking about? 

Dr. Xki.son. Yes, and I can readily see this same patient, the 
same example being duplicated— T am'stire that patient can receive 
better care for less money in a hospice situation. 

Mr. \VAr.(;KKX. Thank'you. 

yiv. Kc>nKi?s. We ai-e grateful to earli of you fnv beinir here. Your 
testimony has been most helpful and vve co'ngratulate Candlelighters 
on their growrli in tins country. It has performed a vcrv important 
-erviee for members and the Xation. 

Dr, Nelson, we are glad to hear of the progress being nuide in 
Florida and tying in the network. 

'I'hauk you for Ijeing here. 

The couuuittee will stand adjourned until 10 a.m. tomorrow 
morning. 

[Whereupon, at 3:45 p.m., the std)Committec adjourned to recon- 
vene at 10 a.m.. Friday, >[arch 1978. '| 
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BIOMEDICAL RESEARCH AND RESEARCH TRAINING 
AMENDMENTS OF 1978 



FRIDAY, MARCH 3, 1978 

House of Representatives, 
Subcommittee on He^vlth and the ENvmoNiiENT, 

Committee on Interstate and Foreign CoMaiERCE, 

Washington^ B.C. 
The subcommittee met pursuant to notice, at 10 a.m., in room 2218, 
Raybum House Office Building, Hon. Andrew Maguire, presiding 
[Hon. Paul G. Rogers, chairman] . 
Mr. MAOtnmE. The subcommittee will come to order. 
Wc will continue, today; our hearings on the biomedical research 
and research training amendments of 1978, H.R. 10908, H.R. 110190, 
and similar identical bills. 

The first panel of witnesses includes: Dr. William Barclay, Editor, 
Journal of the American Medical Association; Mr. Robert K. Dres- 
mg, vice president, The Cystic Fibrosis Foundation. 

Gentlemen, will you come to the table, please? Dr. Barclay, would 
you like to begin, sir? 

STATEMENTS OF WILLIAM R. BARCLAY, M.D., CHAIRMAN, COMMIT- 
TEE ON GOVERNMENT REGULATIONS, AMERICAN LUNG ASSOCI- 
ATION; AND ROBERT K. DRESING, VICE PRESIDENT, CYSTIC 
PIBROSIS FOUNDATION, ACCOMPANIED BY GIULIO J. BARBERO, 
M.D., MEMBER 

Dr. Barci^vy. Mr. Chairman, I am William E. Barclay, and I 
serve as the editor of the Journal of American Medical Association. 
I also serve on the board of directors of the American Lung Asso- 
ciation and as chairman of its Committee on Government Relations. 

I appreciate this opportunity to present to you the recommenda- 
tions of the American Lung Association and its medical section, the 
American Thoracic Society, on H.II. 10908. 

In the interest of saving time, I will summarize the detailed rec- 
ommendations of the American Lung Association, which are en- 
clost'cl and will lx» submitted, for the record [p. 

Emphysema, chronic bronchitis, asthma, and related diseases rank 
today as the fifth leading cause of deat) from disease, and unfortu- 
nately we still do not know the compl. te story of how to prevent 
them. Together, mortality from these J>oases is larger than that 
from diabetes, or from cirrhsis, or from rterisclerosis. 

(301) 
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Disability brnofit payments for workers forced to retire pmna- 
fnrely beiMuse of enji)liyHenin are in excess of one-half of a billion 
(lolhirs, according to tlie Social Security A(hninistration. We know- 
that there are certain genetic factors involved in tlie devcIo])nient of 
sonic kinds of eni])hysema. So to sonic extent it might be an inherited 
disease. 

Cigarette smoking is certainly involved and is es])ecially danger- 
ous in the presence of certain substances in the workphxce environ- 
ment, and even in the general environment. With the advent of a 
strong puhuonary program in NHLRI, new disciplines arc being 
brought io hear on the study of tlie patliogonesis of cmi)hyscma, 
wliich some ihiy will provide tlie answer we need to control this 
debilitating and life-threatening condition. 

There is no organ of the botl}- more assaulted by the environment 
or by occupational ha/.ards than the hing. Our highly technological 
society and the growing recognition of the threat of*occui)ationally 
induced disease makes it urgent to study how the pulmonary system 
reacts to imlush-ial agents and environmental polhitants. 

In the long run, oceupatiomil disability can be prevented only 
through a more comph'te knowledge about the types of huig injur- 
ies caused by these agents and how they bring aI)out disease. 

Althougli several otlier institutes aiid Federal agencies are in- 
volved witli ai)i)Iied asi)ects of occupational i)uImonary disease re- 
searclu tlie activities of tlie Division of Lung Disease^ire vita] to 
brinc^ fortli tlie fundjuuental knowledge of tlie biology of the lung 
and its diseases and tliat knowledge can only come from basic rc- 
searcli. Tliis basic knowledge is necessary to achieve the goals of 
upi>Iied researcli and prevention. 

Thus, the reasons for a vital and expanded researcli program in 
bing disea.se are coni})eIIing. TTunuin suifering and medical care 
.costs, economic k)ss due to conii)ensation, forced retirement and 
premature deatli, make it mandatory for tliis country to accord ])ul- 
monary disease research tlie degree of financial sui)i)ort which is 
commensurate witli tlie i)robIem tliese diseases represent. 

Operating on a current I)udget of sliglitly more than $00 million, 
the r.uiig Division is witnessing an extraordinary growtli' of interest 
in puIinoi\ary disease which, reflects the widespread prevalence of 
these (ii-eases and our need to li nw more about them. It must be in 
a position to exploit Hiese reseai- li opportunities. 

In 1077, tlic l.uu^s Division was forced to turn down onehalf of 
its ai)prc)ve(I leseareh a])l)Iicatious because of tin* hick of funds. 
Fromi)resent trends, it apjjcai-s that the i)ercentage of approved 
grants wliic-Ii will not be funded will he even higher than in fiscal 
r.^7^. T might -ay tluit the Lung Division has expei-ieiiced an in- 
f-n-asing number of grant ai)i)licat ions, hut the iiercentage of those 
not a]»])rc ."il befiuc of increased roi^i^ has also risen. 

ihw r(M-oniMiemIations are that we wi<h to rcfjuest a o-year autlior- 
izatinp for tin- Xational Heart, Lung and Bhmd Institute at a level 
\yhii'h will provich» the Division of Lung Diseases at least $00 mil- 
lion for lix-al 1070 of which $7(*» million would, he for extramural 
resej vr]\. 

We b.-lieve ii budget of i?On m '.lion is lu'ce-nry to allow maximum 
impIenpMitatinii of ihr Division's ])rogram for controlling such dis- 
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eases a> oiniyiysfinM. aslhrnJi. certain pnlmonarv (li<(»as(»s wliidi are 
fatal to no\vI)()rn mlants and oilier (Minallv sori*ou> diseases. 

T inler |)resent law this amount n( snj^pnrt would require an' 
autluM izalion of $00() million to the Xational Heart, Lnn<r and Blood 
Instituto. re^ranl a :;.tliree reiu'wal of uuthoritv as essential to 
rational plannin^r. Our reeonnnendatious for the next :) years are in 
our reeoid Hil»mission. and thev are: SdOO niillinn for fiseal year 
sr.DO nnlhon fur fiscal year l.OSO. tnd $71)r) million for fiscal 
yea 1- J!)^l . 

The Xational Heart. I.un^j: and J^lood Institute hus had. 1(1 i)ercont 
of tlu' total XIH resources for a decade, with nr) ])roj)ortional in- 
crease for the additi.uial missiop.^ nunuiated in recent vears hy Con- 
^rre-s. In view of rlic tremendous disease Imrdens for which the In- 
stitute has re>j)onsil)ilities. we ludieve that our recommendation for 
an increaso<I ceilm^r of <im) millir;n in V.)7\) is' just iliahle. A dvnamic 
pnlmr.nary ])rorrraui is de])cndcnt on the level of dollar aut'horixa- 

tlOK. 

The fact that the commitments of the Division of r.\in^- Disease 
for 1!>70 amount to ^r.r> million, and that (uilv millioTi will be 
available lor new uuliatives. illustrates the ^nvat need for more 
tunds frri' pulmonary disease research. 'Uei)resentat ives of the pnl- 
monarv disease couununity are convinced that i^!)0 million in research 
tunds IS ur<r,.HtIy needed for tlu' Division of Lnn^r Disease if we are 
to movp towani <'ontrol of respiratory <liseases. a major cau-o of 
niortabty and morbidity in the rrtited States. 

ThanI-: yon. sir. 

I Testimony resuim'- mu p. :i7<i. j 

|.Mr. 15arclayV^f)rei)ared statement follows :| 
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Jt is a pleasure for the American Lung Association to support re - autJior i zation 
of tJie N'ational Heart, Lung, and T.Uood In5tit\itf through rcncval and extension 
of the '-'.ttional Heart, Lung, and fjloofj Act. That Inatitute is the ALA'o rr.ujdr 
point of cfintact with NIH in rclariun to the chronic pulmonary disease problem. 

We wish to request a three-year authorization ol NHLBI at a level which will 
provide the Divisii.m of Leng Discaees at least $90 million for fiscal 197? of 
wh-ch $76 Tr\j llion would be f o r ext ramural re sc:i rch. We brlieve a budf^et of $90 
million is necess.-.ry to allow maximum implementation of tJic Division' 9 prog ram 
forcontr oiling such diseases as err-phy scma , a sthma, c i> r t ift pulmona ry diseases 
which' a re fatal to newborn infants and othcrequnlly serious diseases. Under precicnt 
law this amount of support W(Aild requi re an autJioriiation fc>r NH LBI of $600 rnilliyn. 
We regard a three-year renewal of authority as essential to rational pl.mning; 
our rccommcndationE for tlie next three years are as follows: 



(in millions) 

prevention 
to^al res fa rch It contr ol 
fiscal 197^ $600 $S65 $35 

fiscal 1980 690 650 40 

fiscal 1981 795 . 750 45 



Pulmonary r>iscase Research 



The Division of Lung Diseases was established in lg72 as a result of tJie ex- 
pansion of the National Heart Institute in late 1969 to encompass a major 
pvilmonary program. These actions were evidence of the growing recognition 
of the threat of chronic rcspiratc^ry discaiies. For a decade ALA had voiced 
concern about the precipitous increase in rriortality from emphysema and 
other obstructive lang diseases and the fact that there was no focus on these 
conditions within the federal research establishment. It was with great r.x- 
pectationB. therefore, that ALA welcomed the new Division. Our hopes have 
been substantively realized. 

Beginning with a minim-il program, the Division's efforts have led to the 
development of strtjnf. and active scientific leadership in pulmonary medicine. 
There has been a 100 pcrcicnt increase in research applications in pulmonary 
medicine to NHLIil just within the last year, and the qualify of applications in 
high. This degree of vigor is css-intial to unraveling ti^e my stc ri e s of pul- 



monary tliaease. but it muat be autftained by adequate financial support if U is 
to be productive. There has been a sharp cUmb in unfunded but highly meri- 
torious research appUcatlons and a concomitant enlargement of research op- 
portunity IcBt by In.'ju/ficicnt fiscal resources. 

Due in great degree to research supported by the Division since 1972, we 
now Vi-.ow that the solution to preventing or ^leviating many serious lung dis- 
eases may well lie in expanded knowledge about the structure of the lung and 
Its mechanisms of functioning, as weU as in better understanding of the dis- 
ease processes themselves. 

Remarkable progress has been made in basic areas of pulmonary physiology-- 
we understand more about the complexity of the respiratory control mechanism 
the chemical and cellular composition of the lung; the synthesis, secretion, 
and effect of Surfactant, a substance which regulatcg surface tension of the 
lung (and a major factor in infant mortality). This new knowledge provides 
the groundwork for advances that are directly relevant to specific disease 
categories although the initial approach is to basic mechanisms. Because 
of this new knowledge, pulmonary disease research is on the threshold of 
major explorations not befcre possible. 

Emphyst-n.a. chronic bronchitis, asthma, and related diseases rank today 
as the fifth cause of death from disease, and we still do not know the complete 
story of how to pr- nt them. Together, mortality from these diseases is 
larger than that fr:.,. Jiabetes. or from cirrhosis, or from arteriosclerosis. 
Disability benefit payments for workers forced to retire prem.V.^irely because 
of emphysema are in excess of half a billion dollars, according to the Social 
Security Administration. We know that there are genetic factors involved in 
the rlcvelopment of some kinds of emphysema. Cigarette smoking is certainly 
involved and is especially dangerous in the presence of certain substances in 
the workplace environment. With the advent of a strong pulmonary program 
in NHI-OI. nc-A- disciplines are being brought to brar on the study of the patho- 
genesis of emphysema which someday will provide the answers we need to 
control this debilitating and life threatening condition. 

However, the impact of pulmonary disease does not only fall on adulis. Both 
our or^ani/.ation and the I>ivision of l-ung Diseases have given high priority 
to pediatric lung disease. Asthma affects millions of children. In addition 
to the need for more information on the cause of such diseases^ there is a 
need to know whether adult pulmonary diseases develop as a result of child- 
hood respiratory conditions. In addition to research in asthma, cystic fib- 
rosis, and bronchiolitis, the Division's activities include work in respiratory 
distress Hyndromc which atill causes cxccysivc infant mortality in spite of 
considerable advances in diagnosis and treatment. 
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K«:.sp: r.it'^ry failure is iinother important area for continuing exploration. It 
''CC'ira not only in persons with respiratory diseai'C but many whost: lungs fail 
as a cfjnsi'cjuL'nce of trauma - -gurj^c ry , accidunta, aspiration, drug cverdose, 
etc. Respiratory failure is much more prevalent than rt:purlcd and iLffccts 
pursons of all agt.s, including healthy yoving adults. In spite of improvL-mcnls 
in 'iia^Jiosis, monitoring and tri.-atmcnt, a bctt»-r understanding of the mecha-* 
r.\Htt\s of lung injury and r impair ia ni;c-e<i. R.-.,.farch suppurtt'd by the Division 
(jt l.unj^ Dificasea has now pinp<jirited certain iivctiu<!S of research which appear 
,,r<>rr.ising and which need a ctimpriihensive program of collaboration among 
clinicians, cpidL-rniulogi sts , palhologists, and other basic ecietitints. The 
I>ivi;jion is currently instituting nv.ch a program in the Specialii-.ed Centers of 
He-iVArch (SCOR) to study th»: develDprnent (jf respiratory failure. 

There i.:; r.o oryan r>f tl»c body more as.saulted by environ iii«t\tal or occupational 
h.i;-.ard« x}\sn the lung. Our highly teclinoloj^ical society and the growing recog- 
nition of the threat of occupationally induceri disease makes it urgent to study 
h(>\v the p<:Ii nonary system re acta to industrial agents and environ men t<-l pol- 
Itit int.*'. In the h^ng run. occupritional disability can be prevented only through 
:ru»re corrjpl-jte knowl«'<!^e about the types of I'.'.ng injuries caused by specific 
'igrnts and how these occ' r. Although several otlier Institutes and federal 
ar;'^ncie.i .tre involv'l xitli applied aspects of occupational pulmonary disease 
rcs.'ar'.h, ihe acti-nties of the Division of l.ung Diseases are vital to bring 
forth the fundamental knov»,'ledge of the biology of the lung and its diseases 
ti.at coffies f^nly frorii ba:iic rescart;h. 'I'liis Vjasic knowledge is necessary to 
.tci'.i»«ve ihn goals of applied rrserirt-h .tnd prc-vention, 

I}iUs. t}.c r«'as;ins .a \'ital and ex-^ indecl program in lung ciii. ease arc 
c riip'-;!: ^, Htin-.an suffering and n.eciical care costs, ect.incjrfiic loss due 
':f.:i.p.:«ri'i,iticr.-. . forrcfl retirement, and preriiature death, make it man - 
d itwr-/ ft^r this Country to accord pulmonary disease research the 
degree of financial svipport whi ^h is c "inmens u r ute with the problem 
rhese di:ie.ises reprC;>v::t. Operating on a current budget of slightly more 
til an j>60 iT-illli 'a. tl'ie £>iviJJion in witri easing an extraordinary growth of 
inltircst in p':lr:v.)nary mseasc wliich reflects the widespread prevalence 
of ihfNt.- difj'-ases and tlie need to know rr,<>re about them; it must be in 
a position to exploit thesL* rcbearch opp'^rtunities rat}ier than be ftjrced 
i'i turn d'iwn half c>f its approved research applications because of lack 

>f fiinrlfl, as occurred in l'^7''. I''rom prcsfpt trends, it appears tliat 
the pe rcenraf^t-* of approved grants which ;i re not funtled vt-ill be even 
bight,' r in floral \'}',"6. 

'I lie I 977 rcpf'"- of the Ta.^l^ F^orce jn P re vimtitin , Control, and Kducation 
in Respiratory :>ij<-af,f ph a si/ r? s tlie Jarge rfile for euucation of the 
pbysi<:i,in .t« wl] as tl,e in.! : vidual . Our j^uccess in cha ging rer'jin health- 
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related beliefs, attitudes of individuals. Communities, health profeaaionals, 
inaustr:es and gov.»rnnent agenciea^-ls essential to progress in respiratory 
disease control. For instance, programs to discourage smoking especially 
by those predisposed to risk should have the highest priority; millions of 
Americans continue to smoke. We know that many airborne organic or in- 
organic dusts, aerosols or gases are specific cau:ies of respiratory disease 
and that inhalation of these substances can be prevented. AnotJier example 
is education of hospital personnel about the need to delay deliveries and 
Caesarians until the fcta! lung has reached maturity; this is basic to more 
progress in avoiding hyaline membrane diseast: in infants. It is our hope 
that au a result of the Task Force's impressive report. Congress wiH see 
fit to appropriate money for educational acliviiies uuch as these. 

Justification 

ALA feels justified in requestiiij $90 miili,.:. for the pulmonary program 
not only because of the e-zidence of nc::d U:at cannot presently be fuUillcd 
but Uecause our organization is qualif^^.d to assess the needs of the Division 
of Lung Diseases- Ox.r own program objectives are closely allied with those 

c ,rxx^r^'°"* instance, the Lung f.^vision is Uie leading component 

of NIII v,'hich supports cessation of smoking. Because the Division has a 
broad perspective of the total importance of cigarette smoking in relation 
tc health, we think that funds for any new federal initiative in this direction 
shoula be closely coordinated with the program of the Division of Lung Dis- 
eases. Again, the Division supports more pediatric lung rese.-rch than 
does any other Institute. Certainly in emphysema, chronic bronchitis 
and the obstructive lung diseases, the Division is the leader in research. 
All of the^e are prograxii priorities of our organization and congequenUy 
we are familiar with and capable of evaluating the Division's research 
effort in them. 

We would like to bring to the Committee's attention the fact Uiat both thr 
Division and ALA have worked for reduction of medical costs where thi^ 
is consisten: ^^ith quality care. ALA leadership has alw/.ys concidered 
this a responsibility and considers it especially important today when 
soaring n.edical costs are a national concern. 

Some years ago, AI.A initiated steps to encourage tho c^csing of tubercu- 
losis sanatoria because chemotherapy had made it possible to tr- t • y it 
more effectively on a short-term ' -is in general hospitiilfl nnd it. 
patient se'.ting. Thl i policy was rongly re.^isted in -^^ny areas bu Ae 
campaign eve" - A^y Ud to widespread changes in medical care which re- 
sulted in trerr.. ub savitj^rf. 
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.Mort' n.-c ♦-■ntiy, our orc.iui/.ation, tlirough its medical section, the Am<.-ric;iii 
Th'^r.iric 5;r)f;iety, has !)ecome conrerncfl that certain procedures used In the 
r r«:atn-i<'fit of patient.* 'A'ith chronic obstructive lung diseaBe, cHpccially positive 
pr^jSiiuri: breathing, nccfl'.'d evaluation. The ATS is currently discouraging 
ti^« v.-i'Jesprcad nac of t>iis procedure unless tliere are specific indications in 
f-ivur of it. Our org.ini/.ation continury to play an important rolt f - evaluating 
instruri»t-"nts tised to r»crf:en patients for pulmonary disease and in keeping ex- 
pcnsiv»- cqviiprn»--nt fr'Vm being used indiscriminately where productivity of 
ca.'jc findinj^ is low. Many of these acti\'itics are coordinated -A-ith those of 
the Division of Lvmg Wseaaeo. 

T: >t has the ArntTi'. jin l.ung Ar.snciatiun liesitated to speak out ajjainst occa- 
p.itiunal cf<rr,pcna;vti'.'n pro^rarnri in which a-A-ards are made without adequate 
f.-onsitJt.T.ition of Mrientific criteria. There can be no doubt that there is a 
u-idc range of occupational diisease for which society must assume respon- 
Hibility. The AI.A is Comrr.ittc-d not only to prevention of occupational pul- 
rn-^nary disease but to its adequate management when diagnosed. Part o£ 
adecjuate management is Hurely equitable c oiT.pen sation. However, a dis- 
ease caMnot be diagnr^Hed in the absence of me die .-'.l criteria. 

Thus, believe that uur request for a high level of support for the Div- 
i si'm r,f I-un^/ Di Heaves f;hcjuld be viewed in ths light of otir organijiation' s 
r*-puiati(>n fc^r sound judgement and reMjjonsible action, 

Tr .i^min^ 

The recfrnt two-year and one-year rc - authorization of tlic National Heart, 
I.iing, and B!<>od Act and the Biomedical Research Kxtcn«-ion Act are 
detrimental to continuity uf purpose utid to any economies that can be 
realised whcrt funcling at a specified level can be considered a realistic 
ponsibility. Lead time is especially important for instituti- nal training 
prfjgrarns where a trainceship often nmst be approved by the institution 
ay much as »)nc and a half years in advance of its initiation. Wc would 
also eniph.^si/.e that in contrast to inatitutiuaal fellowships, it is almv at 
iir-pf'ts sible for the individual fellowship program to achieve funding for 
three years, a necessary tiviration of training fcjr the careeT'minded 
basic refi c i rche r . 

It is our opinion that at least $25 million shtmld be available for NHLBJ 
training through the National Research Ser /icc Awards in 19?'^- It is 
cur hope that the authorized ceiling for the NR5A program vnll be- at a 
level to allow this .imrjunt of alloration to NHLBl. There is still a cou 
sidcrable shorta^r uf trained pu'.rnonary disease specialists who can 
serve as Consultants in fi-;cdical centers ^.^d as teachers r^' medical 
Btudcnt"?. Continuation of the pulrr.onary »raining program of NHL.jI is 
eNjirntial to solving this shortaj^e. 



Conclu sion 



NHLBI has had l6 percent of total NIH resources for a decade, with no 
proportional increase for the additional missions mandated in recent year, 
by Congress, in view of the tremendous disease burdens for which the 
Institute has responsibilities, we believe our recommendation for an in- 
creased celling to $600 million in 1979 is justifiable. A dynamic pulmon- 
ary program is dependent on this level of dollar authorisation. 

The fact that Commitments of the Division of Lung Diseases for 1979 
amount to $55 million and that only $5 million will be available for nrw 
initiatives illUstr.ites the great need for more funds for pulmonary dis- 
ease research. Kcprcsentatives of the pulmonary disease community 
are convinced tha^ $90 million is urgently needed for the Division of 
Lung l^iseases if we arc to move ward control of respiratory diseases, 
a major cause of mortality ^-^nd morbidity in tiie U.S. 
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Mr. I)re-iiif^. uuuKl ynii proceed^ 

STATEMENT OF ROBERT K. DRESING 

M\\ 1>i;f.six(;. (Jo»h1 Mn>rniiif^. .\[r. Cluiirinan, I am aocoinpanicd 
(his mrjining hy Dr. (rnilir) P)arl)(M'o, who is also a iiioiiibor of the 
foijii-'lation. to talk to voii in support of the nn'oniHicndations of 
U.K. li.'lK).-. 

In ilu' i!it(MV>l of time, and l)('cau>^o we have suhniilted for the 
r(^cord. in .vi*itin<^. our sp»M-ifir' rcconmuMidat ions for tlio continua- 
lion of th(^ hills, and the increased authorizations, I would liko, if 
I rnjdd. to dijzrcss from tin* writttMi nudrTiai slii^litly, and talk to 
von :^pci-ilir:n]y ahont I ho disoaso of ey.stir fihrosis. and the impact 
fhar i? ha.>. on the rotintrv | soc p. -iTiI j. 

l>y way of furthvi- int rothict ion, I atn also a 42-yoar-oid i)an»nt 
of an 11 yoar-ohl s«»n. My son has ryslii* fihrosis. If I were to dis- 
cover today that f )i:t\e lived half of my life, T eerrainly could 
aviM-j)t thai. TIowf'\rr. my son who is 11, statistics tell us that a.s of 
ri^rhi now ho iias already' i'\(n"*clcvl ouc-lialf of his life e.\i)ecta- 
t ion. I am navinfr (rri»:ii ditlicuh y in accept in that. 

I hclicve that tlr-ic arc rtiwiv thiuf^s that aie happening with the 
foundat'on a.nd \n our rcscar*'h tluit provides us with s])ecial op- 
{■ort unljic.s tliat we nii<ihi Im* ahh^ to l;dce Mdvar.ta<Tje of vi^ht now. 
This is a ^pi'cial tiirtc in the history (d' the foundation, and we be- 
lieve that what is hapi.'eniiif; with the ext(Mision coidd he very sig- 
tiifieant in helpinir us to r£*aeli some of the goals that we have been 
striving foi*. for so iojicr. 

Cystir- lihrosis is still the nu)St common, lethal cause of mortality 
\i\ the Tnited Statt^- in the raucasiait [.lojudatioii. We still have 10 
millioji carriiM's t!. i an* unident ilied, and for whicli we have no 
test to identify. The-e carriers are [)a renting between LaOO and 
'2JtiH) new baiiies each y(*ar. 

The cost fd' just maiiii f»nanc(* of this jjopidal i'. mi, wdiich is ever 
increasing, is getting to the point where we really have to look at 
what are the faetors on. maintenanc(» of th(»se children, if we eon- 
tirnie in the pi'csent progj'ams liiat we have. \*(m*sus what would 
happea to the total i loll a is tlial r, re hi»ing i'N'pendf*d if we were able 
to increase tiie amount of lesearcli and come up with some answers 
that might subst;in( iaily reduce the drcadftdness of the dij^ease, or 
gi\'e us a er»nt roh 

Dr. I)arl)ero a .more scientilic (*.\pfM*t. and I would like (o a.sk 
liini t') gi\'<' ir-^ some of the aspe**ts nf the sev(M*ity of t lu^ disease 
and the impact or. ojir ])rograni. 

Dr. I>\iaa;i:o. .Mr. Maguire. f have beiui a c(»nt cr dii*ector funded 
by the foundation right now in tiie rural area, looking :ifter chil- 
rlr*(»n with cvstic fibrosis. 1 am also an ex-chaiiMuan of the Medical 
and !>cieutiric ('(iuni'il (;f the Cystic I'ibrosis I*'i)uridat ion. 

Most recently. 1 had the opp(u't unity to do two intei'esting look- 
sees at what might he going on in this field with some lelesco|)ic 
vision, beirig :j just rritated member of th<^ Advisory Council of the 
Natioiui^ In. titut(» of Heart. Limg and Blood Institute, and also 
fmnl(Ml tluit Institute and the Institute of Arthritis, Metabolism 
and Digesfir^^ Diseases. 

37,- 
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1 !!:;Vr \h'<.'i\ :t cnrl.ii'n'uvMi of i\ r':i!'efiil -tndv wliirh should be put 
o(H lu :i\>(i\i\ April, {IjmI looks iii what we "iiiinrhl do mound this 

[U0};lrll!. 

^ 1 think !h;i! .-oihc cd' t In* kvy \ni\u\> that aro ('ni(.M'<jrin<r aro: I'^irst 
fhjit rh:-: t)).v;i.-(^ '\< uioviiijr intft adulthood. It was alway.< tliought 
:ir It'iu;: a ^'hihlhood dir-oa-'o. Sow wi^ hav(^ to instruct the iiuli- 
virtu.-il- u\ iididt iMiirinc, at_ hs'ist havi^ tluMu pick up the Ikuhum' of 
ad\N:.'acy anti rc:Tarrh in ihi^ disease, and that is u whole now ball 
Lvalue 

Thi- har i)/'ontr.hr iu a lot of new talent. ])Ul also new needs. 

'1 l;c -':'t;on.d th:\<i; is that clearly the co?>t is heeoinin<,^ so irreat. as 
J)r'-in;z mentioned, that we' are talkin^r between $10 'and $15 
nidlion a ye;M', as (Ik^ various studii^s have shown, just to maintain 
-om- :;i?id (jualiiy of life that is so poor tiiat on(^ wond(M's about 
its \ ,i>id;;y and vi.abil' •. 

'J'iierefoir. ih(; cost " tliis wM only in fiscal torm.s but in lunium 
K-noy. IS ^-veeedjji^L.dy ^.-riou-^. 1'hereby. lla^ need for a more pre- 
vvijMye :ipprr,ach is ^d(^•lrly indicated. This is in our testimony. 

I'd- 1- a :jii!e wh(»n a nundter of cures have opened up. ^Vo now 
havi» a iv.iuber of animal nu)d(ds for this disease. We^fire^now able 
TO d.-n.'/ii.M !ale a variety of cystic fil>rosis factors, We look forward 
U) a nevv" plau^an. 

I i;ru* :s a need for a new infusion of people in the prof^i-am that 
v/il! -.nie way enhanre am] make notch in this dreadfur]»rol)loni. 
n |- f('r tid- re;iM)n. [ ilurdc, that ouv ri'comnuMidations conu\ 

^ fhi:d< tli:u \ want to niention somethinir about (h(^ :>-year .sup- 
I'orT \crMi> tie* 1-year. It is alm()st impossible to plan anv (dfectivo 
re.-^careli wilhout havinij: some period of tim(\ and it is equally iin- 
p^.-il.ie to expect trainee.- to make :i conunitment that such ros'earch 
retpi^re^, withoul haein^- a res(^a!vh time period of sonu^ support. 
•Alt 1-^mt Iiavin<,- to ^trn«r<rlc throu*rh on a year-to-year basis. 

-t i^ witli fho.M. ends that our reconunemlat ioiis support the tbrce- 
\ ea r e\! luision. 

f>i' f thiidc that our report has opened tij) a whole now 
e'>Mce[)t that we bf/pe (o propose. Xanudv, our researcli enhancc- 
siN'rir prtj^^'am for the institutes, and also a cysic fibrosis progriun. 

It is cle;n' that the kind of tissue^ that lu^eds to be ^^onor;7ted from 
chiMreji \\']urh are tlu^ hardest in part, those children that do die. 
to attain in varif)ns s[MH'i(ie forms, need a kind of coordination pro- 
L^ram, the kuid of bank pro*rram that does not ^^\ist, aiul for wdiich 
there ha\'e be(Mi no resources thus far. 

."^iniilai ly, w(^ iiow know that ap])ro\imately one-third of the 
cy-tics are not diairnostMl. Tlu^ problem tluM'c" is ^eftin^r out in 
ireo;rr;ipbic way, iu)t only thc^ t r.anslat if>n of the (lia«rnostic^features, 
but also nuikin*.^ a dillVrenta^ in the way we understand the rosoarcli 
ituplementation of some of the knowled^r^. 

I'or this reason, wo support very stronp:iy this notion, an 1 we do 
tins al.-o in our report to Con^if^ss whi(di will be coming on the. 
researtdi on cyst ic fibrosis pro^i-am. ^ * 

I 'i'estimony resumes on p. .'>S1. | 

["Reconun(Mulations of Cysri(^ Fibrosis Foundation follow:] 
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I Cyxtic fibrosis Foundotion 5:rL»c^ 

-■■JM-r: ;^r)lir,v 'Jlltc,-' ^ ^X!.wVh-l" 

5000 Executve Boulevartf. Suite 506, RockviSe. MD. 20852 • {301) 881-2774 

PECOMMZNDAT ' " 3r=I^" 



1'he Cystic Fibres is fcunclation makes the following 
j-cncidtions to the SubcotTimi ttoe : 



The Four.da t ior. concurs with the three 
year renewal period ^or the Matior-al 
Heart, Lung and Blood Institute as 
proposed ir. H.R. 10903. 



The Foundation reccmmends an increase 
in author i zat ions of approjr iations 
for the National Heart, Lung and Blood 
Institute to the levels recommended fcv 
the NHLBI Advisorv "nuncil. 



Tnu Fo u nda tion concurs w i th the three 
y-iiar renewal period for the rlational 
t'.esearch Service Award Program as 
proposed m H.R. 10508. 



The Founda t lon concurs wi tr the increase 
in the Levels of authorizations of ap- 
pr-jpri-:it ions for the National Research 
, Service /Vward Program as prooosed in 
H-P.. 10908 , 



:: Founda t icn ur jc^.^ a substantia 1 in- 
''jdso m suppcti Qt research activity 
? p jr jue the con troi and the u 1 1 ima tc 
'ovonr.ion of Cy^^tic Fibrosis vta the 



-ystic Fibrosis E-^csources Program 

Cy J tic F 1 c ros lo P.c:5oj'rch Enhance - 
.Tient ?rccra.T. 



I :j 



lan.'iqon-.cnt 



ignnny Children ^ Lung und D>gc^U-rt DtMasei • Member Naf-[>r;ai Health Council 
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We deeply appreciate the opportunity to tesiify on the 
Biomedical Research and Research Training Amendments of 1978, 
H.R. 10903. Our consents are directed primarily to the sec-' 
tion.. Of the bin concerned with the extension of authorizations 
of appropriations for the National Heart, Lung and Blood Institute 
(NHLBI) a.-id the National Research Service Award Program. 

CYSTIC FIBROSIS: MAGNITUDE OF THE PROBLEf-1 

cystic Fibrosis (CF) is the most common lethal inherited 
disorder m the Caucasian population. An estimated 10,000,000 
Americans are asyrr.otoma tic carriers of the gene which causes 
Cystic Fibrosis. There is presently no method for identifying 
carriers. These carriers parent between 1,500 and 2,200 new 
cases of Cystic Fibrosis per year in the U.S. and current preva- 
lence estimates range upward from 13,000 to 30,000 cases of t.-ie 
disease. 

Cystic Fibrosis ;.s believed to be caused by an inborn 
error of metabolism which brings about a complex combination 
of pathologies : 



Thickened mucous secretions obstruct 
passageways of the lungs, pancreas, 
liver, intestines and other sites. 



Repeated episodes of lung infection 
slowly destroy the lungs and lead to 
respiratory failure. 



The slow, relentless destruction of 
the lung tissues tends to placre a 
serious burden on the heart so that 
heart failure may occur. 

Obstruction of the pancreas leads to 
a loss of digestive enzymes and the 
resultant nutritional problems affect 
growth and development. 
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• Excessive loss of salt in the sweat 
may result in heat prostration and 
stroke. 



• Other complications such as chronic 
sinusitis, focal biliary cirrhosis, 
diabetes meliitus and, niale sterility 
can become serious problems for the 
Cystic Fibrosis patient. 

The notion that Cystic Fibrosis is merely a children's di- 
sease is a myth. Increasing n'ombers of Cystic Fibrosis patients 
are surviving into their teens and twenties. On the other hand, 
about half of the children with Cystic Fibrosis die before reach- 
ing the age of twenty. in all cases the disease is ultimately 
fatal. 

CYSTIC FIB.ROSIS: THE COSTS 

Annual expenditures by a person with Cystic Fibrosis are 
extre.Tiely high. Average annual costs for a patient in relatively 
good health are estimated to be $10,500, with some individual 
expenditures as high as $50,000 to $100,000 during the terminal 
years. Considering that there are presently between 13,000 and 
30,000 patients with Cystic* Fibrosis, it is calculated that the 
national financial burden of caring for , Cystic Fibrosis patients 
will fall between $200,000,000 and $600,000,000 in 1977. By the 
year 1985, it is estimated that there will be between 20,000 and 
40,000 patients with Cystic Fibrosis. Correspondingly, the costs 
of Cystic Fibrosis patient care may rise to a figure between 
$300,000,000 and $800,000,000 annually. it should be noted that 
these figures represent only direct patient care charges and do 
not include indirect care expenses or socioeconomic costs due 
to early death. uneiT\ployinent or underemployment. 
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NATIONAL HEART, LUNG AND. BLOOD INSTITUTE 



The National Heart, Lung and Blood Institute, through its 
Division of Lung Diseases, is involved in research activities 
of the greatest importance to our efforts to help provide solu- 
tions no the devastating lung problems which cripple young chil- 
dren in this country. The Foundation is extremely pleased that 
the proposals before the Subcommittee call for a renewal period 
of three years for the National Heart, Lung and Blood Institute. 
This will provide stability and promote continuing effectiveness 
of biomedical research growth and development. This extension 
will permit Congress to re-evaluate the progress of programs at 
the end of continued, stable support which, in our opinion, xr^ an 
ideal process to formulate effective recommendations for succeed- 
ing years, 

Ic is painfully obvious that authorization levels for the 
eight institutes (including the National Heart, Lung and Blood 
Institute) at the r^ational Institutes of Health fall far below 
the resources needed to implement current opportunities. It is 
imperative that dollars be authorized which will permit suffi- 
cient funding to provide for new initiation in meritorious pro- 
gram areas, aa well as provide continued funding of present 
programs of merit at levels which take into account current 
inf lat-ionary rates. 

Your proposed legislation provides authorizations of ap- 
propriations of $40 million for fiscal year 1979, $45 million 
for fiscal year 1980, and $50 million for fiscal year 1981 
for prevention and control programs under section 414 of the 
Public Health Service Act. It also provides author i.zations of 
appropriations of $460 million for fiscal year 1979, $505 mil- 
lion for fiscal year 1980, and $550 million for fiscal year 1981 
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under sec tier. of the Public Health Secvice Act for the re- 
::earch ^r.d ether progra.-ns supported by L'--- -ional Heart, Lung 
^iivi alooU Ir.stLtate, excluding training. We appreciate the com- 
petit:.Gr. j.-T^ong Federal pr-jorxtis for limited dollars, however, 
vo c-r.cur with the roccrruTi&.-.Jatior.s of the TJationdl Heart, Lung 
and nlcod divisor/ Council and urge the following authorizations 
for \'HL3i progrins in tht: amounts below. These funding levels ■"" 
wr;.-l-i provide critical support for promising opportunities in 
pul:r.onary research m Cystic Fii ^sis. 



Prevention and Co ntrol PrograJ ii s 

FY*79 S50 million 

^'i*aO $75 million 

F'rai $100 million 



Rese at-ch jr.d other purp^ . excluding training 

F'riS 5565, 200, 000 

FV-80 5672,210,000 

y'^*Sl $7S4,290,000 



NATIONAL RESSARCH SERVICE AWARD PROGRAM 

The ^^3tlonal Research Service Award Progra.-n is the only ve- 
hicle c'-rcugh which tne NIH can support research training activi- 
ties. The research training activities of the NIH are crucial to 
the success of Cyc tic Fibrosis related research efforts. T.he 
availability of adequate numbers of well trained, qualified in- 
vestiqat-jrs to conduct Cystic Fibrosis related research is most 
important to • mding a control for this cJironic and catastrophic 
disorder. The roundation is pleased that t:iis proposal will be 
supportive of not only Individual Training Grants but Institutions ' 
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Tcdining Grants as well. Institutional Grants are critical to at- 
tracting and training more clinicians in multi-disciplinary research 
in areas such as Cystic Fibrosis. The Foundation totally supports a 
three year extension of the National Research Service Award Program 
as well as the levels of authorizations of appropriations delineated 
in H.R. 10908. 

THS^ N' ATIONAL INSTITUTES OF HEALTH- 
CYSTIC FIBROSIS FOUNDATION STUDIES; 
STATE-OF-THE-AR T AND FUTURE DIRECTIONS IN CYSTIC FIBROSIS 

The National Institute of Arthritis, Metabolism and Digestive 
Diseases and the National Heart, Lung and Bloo Institute are co- 
sponsoring a study of the state of the art and future directions 
in cystic Fibrosis requested in the FY 1977 Labor -Health, Education, 
and Welfare Appropriations bill report. This Study is being car- 
rided out by the Cystic Fibrosis Foundation, under contract with the 
National Institutes of Health and will be delivered to the.NIH in 
April of this year. 

Because it was necessary to restrict this study to areas con- 
sidered to be within the mission of the NIH, i.e., research, re- 
search training and technology transfer, the Cystic Fit-'osis 
Foundation saw a critical need to prepare a conipanibn report to 
address physical and psychosocial management of patients, training 
of health professionals, consumer education and information, econ- 
omics and finance, ethics and health care delivery environments 
as well as research. This report will be delivered by the Cystic 
Fibrosis Foundation to Congress in April. 

CYSTIC FIBROSIS; REPORT HIGHLIGHTS 

Several points will be contained in the Foundations report 
which bear highlighting; 

• The prospect of preventi:^^ or controlling 
Cystic Fibrosis would be greatly enhanced 
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if a major commi-tment to Cystic Fibrosis' 
^related basip and clinical research was 
undertaken. . • . . 



Progress in improving Cystic-^Fibrosis 
clinical management is not likely to 
occur without a major 'commitment to both 
basic and clinical research. 

y : . - • . 

Until the .basic defect of Cystic Fibrosis 
is understood or a specific marker is 

' found, identification of the «carriers of ^ 
the gene and diagnosis of Cystic Fibrosis 

..in the unborn/ child will *not be j?osslble. 
Therefore, support for^ research in this 
area is a high priority. \ 



To eliminate or delay Cystic Fibrosis 
lung and heakt failure, resear9h on the* 
pr*evehtion, development and treatment of 
respiratory disease in Cystic Fibrosis 
is needed. ' 



• In order to' prevent the complications 
*"^^^^l||^yl^ich develop in many organ systems ih 
.cystic Fibrosis patients, 'more ^knowledge 
of the secretory process. and production - 
of mucus is needed! 



^^The Cystic- Fibrosis patient suffers from 
a basi^ nutritional ' problem- -Support "is 
needed. to develop a better understanding 
of the mechanisms and: treatment of this 
problem. ^ ^ 



•Xn a field which is constantly changing 
and providing; exciting and unexpected ■ 
research opportunities, ^flexible support 
must be available to take advantage of 
these niew leads. ': * • • 



• Cystic Fibrosis research is r being con- 
ducted in a number of laboratories "across 
the country which are isolated from:.one 
another. These individual efforts 7 al- 
though important in themselves, 'vould be 



much more effective if research envi-;^! 
foiunents were created to bring together 
. a critical- mass of patients, ciinici^nsr 
' Investigators r specialized resources r 
etc. / ' ' / ■ . 



• Materials for Cystic Fibrosis research' 
are' needed (e.g. r animal models, ^tissue 

. v cultures , - specimen SajiJ^s , etc." ) w 

^^^y' ' '■' ' 

• , Therd is' ai dearth of suitably./^ained 

. scientists andwilivestigators in many ' * 
• disciplines important to Cyst^Lc Fibrosis. 



^•^ It is Important to have knowledge of the 
*^ natural history of a disease. ' To obtain 
'* sucW data in Cystic Fibrosis^ standard 
techniques of measuring, and evaluating 
patients are, critical.. * 



CYSTIC FIBROSIS ;» MEEfTING REgfeARCH NEEDS 



In ojcder to .meet Cystic Fibrosis research needs and , to* take . 
advantafe^of opportuj^ies toi-cpntrol^or prevent thdts dreaded 
disease r we propose several recommendationd that could be in- ' 
■ eluded in H.R;; 10908, "The Biomedical Research and Research Train- 



ing Amendments- of 1978" 



Cystic gibgb8Ua'Rese^trch•Enhanceinent Program (REP) . 
Thftt there.be authorized new. funding levelis to direct 
the Nationai;^Institutes <5f Health ',to establish a •* . 
Cystic Fibrosis Research Enhancement Program (REP)' ^ 
to. 'support. promising areas, of Cystic . Fibro.si^ re- 
lated research. This researcli should be directed . 
at both basic ' and clinical efforts and should focus 
^bn" Cystic fibrosis. Ma^or Research Enchancement 
Program areas are;^ | ^ 

■ . . , . ' ■ . \ *' ''• ■■ ' . " 

- Rwispiratory Disease in Cystic Fibroses. . 

, . r". Metabolic defects I iiTcystic Fibrosis 
and the search for markers. ' . 



^he secretory process in Cystic \ 
Fibrosis * ^ 

Digestive a ncr, nutritional problems 
in Cyistic •Fibrosis . ^ 

Standardization of. tests used , in 
diagnosing 'and Evaluating Cystic 
Fibrosis patients. 

Othdr key oppo^ptunit^eS' identified 
l>y the sci.entifi<^ c^rounity* « 



, Suggestedi Funding: ^ *, \ j- 

■ , • ' ' ■ ■ ' 

- year 1^- $5-6,000/000 - * , 

- Year 2: $^,000,000* > . • 
year 3: $7-8Vpob',000 



■ The esjjfeblishinent of ^his pro«caro^ vbuld y 
greatly advance research'>in*Cyst£cyEibrosis for 
we recognize that th*e. key . to control;. aihd eventual 
^prevention of • this d-id'ease lies -in the If^as of 

^ intensive, dedicated scientific investi'^ation. 

' 3y- providing the necessary futids for research, 
we will. bC/^able to support ^ the environment and ' 

■r activities that are so vital to attracting the 
interests and attentidVi of /capable investigators. 

Cystic Fibrosis Resources Proyaun .* That there be 
authorized jnew funding levels to direct the: /' 
National Institute of Arthritis/ Metabolism.'and 
' Digestive Diseases tO: cre*ate a Cystic Fibrosis : 
Resources 'Program to •include: , ; ; ■ ' *; v 
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-The establishment of six (6) Cystic 
. Fibrosis Centers. for research^ P^O' 
fessional education. 'and transiatioh ' 
activities. t : * ' ' : •/ 

' . •. ■ ■ ■ '■■ ' ' . 

- The .development of animal model (s) - 
^for CF research. 
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• Th& development of repositories and 
distribution points for specialized 
research resource^ such as cell, cul- 
tures, specimen banks, etc. 

' ^he development of focal points for . 
clinical trials*, 

' expansion of a patient registry. 

I^nd data* base* - 

The eotabiishinent of av Cystic Fibrosis 
publication servise* ' 



" Suggested Funding: " * 

J " Year 1; $2.4-3,200,000 

. .(|nclcfdes up to .3-4 

' . . - Cystic Fibrosis Centers)' 

q Year 2: $3.4-4,500,000 ^ : 
..** ' (Includes \fp to 4,-5 

_ * V Cystic Fibrosis* Centers) , ^ > 

- Year 3: , $4.5-;5,400,000, 

{Includes up to 5-6 ' - ' 

Cystic Fibrosis/'Centers) 

The establishment of this program would, for 
the first .time, place the spe^al resources for 
Cytotic Fibrosis research at one focai .point., Thi^s 
[ program, which would be unique to'' the *NIH, supports 
the ongoing efforts of the NIH* to. elimiija'te «the 
- /" fragmentation of disease-specific resources -^^at are 

V^) // • . currently based in more than one Institute.: By c<Sn- 

» solidatiiig Cystic Fibrosis related fesouraes in one 
program, it will be possible^ to create and. promote 
environments that are conduc ive to generating* the 
.critical masses of personnel,, patient materials, 
;■:;/. facilities and, data systems necessary to a con-:r ' 

certed drive in Cysti^ Fibrosis research. 

• NIH Management Plan / Research in Cystic Fibrosis 

r ■ '■ r - 

is presently sponsored by several Institutes within 



the NIH* : Tfc. cnii^ vVv: ».v;r'- f f ectiveness ; of - these 

. •■/■■■ ■ - • .- ■■ ■ , ' ■ ■ ■ 

efforts, the NIH hiifi- ^ iished a Cystic Fibrosis ' 

Coordixfating C6afnit(i;.,t . ? f< that^the" activities . 

of this Committee be c .'rt,'^^ ajid further expanded. 

Furthermore r we recommend that the Nation^jf Institute 

of Arthritis^ Metaboi]L^M0m^and Digestive- Diseases^ be 

delegated the priroarf >;etfponsibilil;y for the Cyistic' 

Fjibrosis Coordih^tinf; •I?:i3mm^ since it sponsors the 

gre^'teMt amount of (c^;y^:vMc Fibrosis specif ic ^research, 

2md has histoxiicall^r y5^^s>Tonstrated a long term, com- . ' 

mitment to Cystic BW-bxa'sis . . : ^ ' - 

In order to foster cooperation; between, private 
and public researchsponsors/ Exchange professional 
infonhfttion, and atitraqt new investigators into the 
Cystic Fibrosis field/ close ciommunication' between 
privste research sponsors,., scientists and other pro-* :. 
fessionals and Ihe.NtH Cystic ^Fi'bro^is Coordinating 
Committee, should be maintained. Mechanisms. should be 
developed to provide these non-Federal groups with 
representation, iad hoc nicmbership' or other partici-. 
patory roles in the NIH^Committee* Another means^ 
of -'encouraging this communication would-be f^i^.'^fS^^ . 
NIH and- the Cystic . Fibrosis'^oundatioh to ' jointly 
sponsor periodic open scientific conferences on . 
. Cystic Fibrosis topics of interest ,to . investigator s^ 
clinicians .and 'others dealing: with , the disease. ' 

A ' ■ . ^, . .■ '■ ■ ' \ ■ \ 

Suggested funding: .. * . 

.-/Year 1:.' $100-150,000 '* ' 
y Year 2r; '$100-150,000; , / 
Year 3: $100-156,0*00* 



. - summ Kry ' - . ' 

■'• • * . 

• ^ 'in' suinmaly, tfie Cystic Fibrosis Founidatioi> urges tKe Sub- 
. ' poiaimiittee to Xohsider the following : ' ■ }[ ■ ': . ' , 

A three year renewa^l . period for the 
National Heart, Lung and BJ.ood Insti^ . (, • , 
tute as proposed in H.R. 10908. ! *• 




An i'jicreaae in authorizations of appro- 
'prTations; for the National Heart, Lung 
■ and Blood Institute' to the levels rec- 
ommended by the NHLBI- Advisory Council. 

/ 

A three year renewal period for the 
^National Research Service Award . Program 
* as . proposed ^in H. R. 10908. ' • ;* 

'/..MW •^'^■'■^ ■ ■ 

• ^vAn . increase in .authorizations of appro- 
pj^ations' for the "Nationar'lResearch * 
SeWice Award Progreun as proposed in 
H.R. 10908. • ' ' , 



A substantial increase in research ac- 
tivity^ to^-pi^Vsue the control and. .preven- 
tion of Cystic Fibrosis, via the following 
mechanisms: , * , 

- -Cystic Fibrosis ^Resources Program 

- Cystic Fibrosis Resefcrch Enhance^ 

• ment Program . - - , ' ' 

^ - NIH Management. Plan V . ; -zz: 

* We thank you if or the opportunity to testify and would be^ 
pleased to responid to questions, by th^ Subcommittee. : : '" \ 
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fr^^^^^ M ' * 

.1 want to thank all of you for contributing these A^ery, thoughtful ; ' 
:'-^^';;stat(inierits.-. * "^^ . ' 

/ I y have-been bro^vsing_t^^^ longer written •statements f: 

i ^ ; whilcTOU making youf^inal~present?a4: ' . . ^ : ■ 'il 

jj ;'; : . M familiar witli theiproblem that this commit- 

i ; ; ; tee faces fnrni time .to timd^ Wiich:^:hose who are rightly 'concerned Vfv 
f '' about the specific (disease needs that {ire obvious with respect to what ■ ; J 
Lu^< >s works lieods to be done, and^'ask to establish a separate^category or a* if lj 
separate'pi'bgram that is'specific to Wiat disease/ . , ; . ; ; 5 

. If it hinis out that'the committee decides that it is hbt^pos^ible to ; ; ; 
• proceqd with i^stablishing a cystic fibrosis reseiirch enhancement :pro-.i J ^ 
^iV: . gram specifically, or a resources- prograT^ yoir have recommended, 
i ! whatv a.lterhatiyes would you advisie might ^meet the research needs jlJ) 
r;.- ■ of, cystic'fibrosis? ' ^ ^r. " \ .Z^^'- ■ -v'hr^ 

I)p you feiel 'tTiat jrour 'heeds'ivill- only be met^bji^setting up 
. specific unit, labeled Specifically for cystiC; fibrosis? .. . ; M; 

; / /; .Mr. Dresixg. ^ ihijilc .that^ we have recpg^lized ) ■ t 

.■ through the study that we arq in the process of • completing with the ; : 
' : NIH,>that has* since, the tiinie of its-existence, been ^ '^-^i 

; • kind of the disease without a home; We have no^been privileged to K ^ 
• have bjeen within pne institute at NIHj for instance, which^ wrould • 'i^'l 
; give us ithe kind of concentration, a^td unpact that we mi^^ht be able: i 1 
n 1 to. receive if we^were somehow ^coordinated within one of the Ihsti- i, 
i ;J : tutes, and one.of therh took the lead for our reseapchi. V ^ I v;v 

f ; • : . I think the timing;is ;such that- it really almost ^^'''^'^k 
p; v' be given - the opportunity to coordinate these efforts, and to. place our ^ 
j-^ : V refsearch in jr^ center, such as we are .talking about, ^he core center^] J 

rissearch programs, so that we might be starting fo gefc spme bfuik^ ;5 
s^;: u.l-:- For -so lou^ our cffovts :Have been so' fragmented; both ^witluri^^ra S| 
$il % f^Pn}"^"^i<^r^^^ NIH :tha:t W iriig^^ 

' * ^ ; necessarily increjis(^ th^' quality of the research,- but for the first timiei'f 

the other : ; 
faclorlof c 




does: reqiiirc some additionals^undih^ lup f but' what is the pay- ' 
; off down the road for that ivin(^^f coniniitmont. i i : ! ; 

[i; • ; Mr- A^UouiiiE. ^ on pa^e 10 ol your' :\vritteh statement; \\f 

p ll ypu,,S£iy:^ support the ongomg efforts of tlie OTH ta elimi-M !|| 

& r;^^ f ra^entation.^ of .disease specific resources ^ that are cur^:^:i|^| 

|i;r;:/rehtlyj based more than one Instifute.- What cloes that mean /^^^^^t 
Docs wdijt to; collect all the cystic fibrosis related^! 

i i researgh ; and activity into one plaqp .and.^all: the i^search ; activity; i'i ji^ 
J^^S j lirblat^d'to tlies^ [ « ^ : . * 

lli' : ' ; : Mr/^ be able:ft6 have aucm-l;|;|l|; 

i;.j:^^ j.v;ti*aLstpp tJiat be ^the^ coordinating factor for the^ass^ 

11^^^ i*^^- A^^; tl^ti information that we are gatliering,'arid to Jbe able tojrelatciBiii^ 
Spivr ?! that' sjpecifically to (Jur resource; program ; that; would sut)p6rt Mli 



hiiiiiilliliiliiilii^ 



ERIC 



:/.^. We really cioh't have'that now. Wo are reailly very fragmented. It 
is a difficult situation to worfc with. We would like to be able to take 
full advantage qf the rosea rbh tl>at as being carrjed* out on our 
: behalf, and' coordinate it so that we would be able to get a more ;snb- 
stantialVesult from the efforts; • . 

.Dr. Barbeuo. If I might add to that. The third part of the eri-^ 
: hancement arid resource progi*am is that in the NIH management 
plait, we have' worked' closely Avitli^NIH in thinking tliis thirSligh, 
and [see the private foundation working very closely with their, 
mission. - . ' f ^' .' 

li think that it has been a most] imaginative approach that the 
Heart, Lung, and Blood Institute lias done, and is anxious to clo. 
Alsp, the»arthfitis metabolism, and other digestive diseases, another 
; institute which carries at least the most intensive part of the research 

effort/in cystic fibrosis.^ 
r . WMt we see is, hopefully, a coo[Derative venture where there will 
i be. a RiM pf ;^ plan tnat may allow some attempt to 

-bridge between. the private foundation's efforts the NEH efforts, t^he 
CEOss-institution efforts in a meaningfitl-at4:5^ » v-- 
, Nqw:%ye have a num^ that , are very, key and perhaps 

:that can be carried off ih^a coopevatiye.Vay. v . 

Mr. MAGUiiRK. ^Mr. Dresirig, you talk* about controlling and'*pre- 




, _;anticipated^n the promising 

; tracks* that -ape -now -lOpening lip; if so, what.are they? ; - ' • 

; Mr. Dresino. I don't wish to preempt our report to Congress, 
: which, is.not c6mplotG(d at this point. But I should yi^ld to Dr. Bar- 
r'bero for the answer 't'o jtliat question, since he is our scientific mari.-^ 
r ; :"I fecl^ that^there are some signiliciinV factors that we liavg 4^^- 
\ covered through this report that^ihdicate thalbl there are area^. of 
•;^t?priceritration that we most assuredly should be addressing burselyes 
i to, and tjlie promise of return is certainly tliero. . \ 
';; - I;\VVDuld certainly not fora minute suggest that;we are at the point ' 
;;; ofra .brealv think that this is'; something 'that' we 

;v(if)uld really say. in all honesty. But I think that the 9pportunity;f^^^^ 
; . lis to make some definite strides in this'^disease are probably better 
r i than they have ever been in the past, and this is as a result of this 
^pNlH study.." ■ -''-'-^ -^'P^"' 

* :Mr; ^^^^ Doctor, do you have an additionarcomments? 
i:^ '^Dr. BAiiB^^^ one approach to a genetic disease is to be 

V«?able toft help people make irifprnied'. decision.^; as 'to pregnancies. . 
■ : Glearly the identification of the carrier is one of. the key preventive 
^ : approaches. :^ . ' . 

v.^ ^ What we are hoping *is that somehow the technology diat is now 
• available will be iised» forlooking at this kind, pf queation.; I - think' 
i>|,we do *liave; T:h capability, ^e have a number of factors which? 
/[highlight that p^^ think that their replication is very now 

;i<in;pr6cess.v: V--. i^, '■ 

: r| ;.fMi\ M^^ Barclay. I was- intQrested to note :j6ur en^ 

ffoh : environmental occupatiqnal hazards, two' of tlie issupis ithait we 

p have been discussing here in the. last couple^ of claySj usually in thfe^^ 



^ context of discussion of canc(?ii. but ■clearly applicable. as^Avell to ; 
piilmpnary disease and heart disease. . , ^ ; - : ; 

%It is the.qjjipstion bf,.ftr^t,6f all, whether it miglit'be useful for Us- 

> : to have some soi'J of a hatiorial* register of when, where and why, anfl ^; 
; . feoni what w(5 will die^ we can collect bettor data. The other would ; ; ■ 

'oe; where there are high risk popiiiations as a resiilt of specific bccurr -; ; 

pational or envirbninental exposures,. perhaps we should iia.ve a; way . ; ; 
. pf . screening those people, so that help* can^be^brought to them as j 
; quickly as possibler • • • ' ^ ^ ■ 

- ' Do you have any comment on either of those .suggestions? ■ • 
"-"T - Dr. Bar^^ Maguirc. First let me -say that' the* Ameri- 

•can Lung Association is concerned not with a disease, but*5vith*probr 
': IcTn? afflicting the vitat^rgarh sy stern, of t^ie body, oncl we have ; 
; very deep concern about cancer'of the lung, >yhich has beconie the 
; number one. cancer in the United States, rising in women to a level u ; 

- almost equal,.and in some areas exceedin^ihat of man. ^- ' 
V - We recognize the work-'of the i^nierican Cancer Society^, but we . 7 

; are also interested in cancer. The lung, of ,course,ias welT as the «kin^W/-^ 
.is the pfgan systeip most exj^osed to the environment. With our tech-'ff : 
; nolpgical "society, the very, vital organ, the lung, for which we really/;- V 

• have no way.of sjibstituting — for -exainple, we do Heart sui^ery>.and:: 
/ we do treat heart Jailnfe,' but Ave can do kidney transplanter an'd; , 

dialysis for renal failure, but'yet once the lung is damaged tliere is . 
^no way of correcting it, or comi^^^^^ any significant .1 

degree. So emphasis, has to be placed^o ' - . ^ * J; 

> You arc perfectly corr(K;t in suggesting that need better epide- v J 

• upiiological studies for the Nation as a whole. We have tq be able to 

identfty both high risk groups and high risk areas, and hijojli^^M^ 

■ We know, for example, that tliose Who work mth asbestos' Hj^yel ; I 
/occupations.' '( ■ v ' ■■'Vt:-"' i 

an incidencJc of cancer, of the lung.'We know that if you are a Ayelder, •! ; ! 

and j^i snioke^ the incidence of ;,cancer of the luifg^ is extremely -^ ( j 
i high.'lVe know that ^i are a farmer, you get certain fibrosing/ 

lung 'diseases. ' \L,^^ ^■''■^^^'^^■^^ 

K;; , 'We loimv that if you are exposed to certain fjfmeSh^l 
; 1^ you develop a crippling/fibrosis^of the lung that makes you an ecW 
, ; ;' ,nomic burden on/ the health care system* for a, long time, j^^ - ~ 
^ iPbh't interpret adversely .whflt i'ar^^ But in a sense,: iv^^ 

the patient , who is Idlled quickly by exposure "to a disease *is mudi ' ^^1 

less a burden phTsociety than the patient wlio is severly damaged and : j^^f 

> ; lives a yery lohg life in a vejy conrpromised situation. lu^ ' ' - - - 

: ; I tM that cystic fibrosis ai\d other lung diseflses 'j^^^ a niajor_: ! 
; problem to our society today, to maintain these people in some* rea- 
sonable sort of IPfe at a low epondmic cost. We just cannot do it.; : ] 
pur mledical care systerh is biji^^ ^ 
where people live for m/any^.many years and require riot lonly expen- i 
[y} ; : *siv(S medical treatment/ but ex|)ensive social services. ^ ^ : [-. ^ : ; 
. : ; The Ainerican Lung Assodation «nd . its affiliates, are 
vprpgrajn We arevirix5b-K ■ J 

T pperatSoin with (the industries,: screening workers year-after^year ' in ! 




' : This'isT^ofrhd^^ lung*clfeease. Witli many diseases, 

; you identify a cause immediatelyr It In^^ impacts are hard. 

.^ V. The trouble with' lung disease is, that itT may take 20 years of ex- 
l^j posure in order to show, and By tliat tune so many millions of work- 
i ers have been affected that even if you intellect, some preventive 
; system,^ you are alfeady left with a vast population that is going to 
^ .^e t ill as^tio^^'ow older. ^ ^ ,^ - 

- So I. think it--is,^sohitply crucial that we jcnow more about, the 
•effects of ^the environment on hmg disease. ' - 
. ; • i IVfr. Maouihe. Would ybuJavor a national register? 

Dr. BARCi;t.\Y. 'Yes,.I would." \ 
; ; ; M^^ MAotnuE. ^ATiat about you, gcsntlempn, do you have a comi- 
: ;ment on the matter^of registering fMt^ is not entirely gei^ane to 
; your.; concern iDccause it is, I take it, relatively ea^y to identify a 
person who has the disease, but not tlie person who may -get it. You 
made the point that the register would not help: wk^ - 
'^^ -^t)Y. Barbeho. I think that a registry would help because one couldT 
Y.Dacktrack or go sideways around individuals, even diagnostic tools 
r are beginning to shift. In liaving lived with this disease f of* over 
: two-and-a-half fkcados; tli^ thing that strikes- me is that wS" are 
changing in our uefin it ion as a result. ^ I 

A registry would show some of the changed/kinds oflpatfcns that 
are present. * * ' . * / • 1 V 

• ^ Mi\*AIaouiiie. Mn Walgren, do you lir ve question 

; ;Mr. ^JLvGrmiE. Thank you very mucl , and we appreciate your 
J tciistimony. - : . 

; ' .The next panel Is Dr. William Kellejy, professor "and chairman, 
; ' Departmifnt of Medicine, University of/Michigan', on behalf of the 
^ - Associa of American Medical Colleges, ?uid Mr. James Jackso^, 
^; ; on behalf pf the American Psychological A.sspciatIon ; and Constance . 
■ : Hollerari, deputy executive dire6tor. of government relationsj^meri- 
, ; can Nurses Assocuiti • - « - . • 

m ; s I)r; Kelley, would you ^ , J ^ 

• STATEMENT i)F WrmAM KELLEY; m;D.^ ON BEHALF OF ASSOCIA- 
; ; i TION^ OT COLLEGES AND AMERICAN FEDER- 
^ J : ATIONiFOR ilJOT 

^ , ; MORGAN/ kD.; Dre DIVISION OF BKMEDICAL RESEARCH" 

i.y O (AAilC) ; JAMES S. JACKSON^ PH. D., ON BEHALF. OF AMERICAN 

PSYCHOLOGICAL AND ASSOCIATION; FOR ;tHE; Ad!- 

ji ; YANCEMEOT OF PSYCHOLOGY, AlCCOMPAlriED BY CLARENCflE J. 

iMARTIN/EXECIJTIVE DK^^ COUNSEL (fAP); 

}-y- AND CONSTANCE; HOLLERAN, DEPTJTY i EXECUTIVE DIRECTOR, 
|j;^>OVERNMENT DELATIONS; AMERICAN BTO ASSOCIATION ; 

--^ Dr. KELTj^^^^^ Kelley, M.D.,^ professor: and chaimian 

; of the Department^of ; Internal Medicine at the TJnivdrsity; W Michi- 
i^|;^gamScliool of Medicine in Ann Arbor.-I am a member of the-Ameri- 
can: Federation f^ Research, the Association ofiProfeissors 

|lH36f Medicine rand tke^^ : 



V.:. : ■ •;• I. > • ;i^"^j-^!>-r , 

f: ' I am testifying before 3^011 today on behalf of the Association of 

T < American Medical C<;^]]eges and the American Federation for Clini- y 
I : - \cal Research/ IjM^ E.j Morgan, MJD.i|dir I ; 

L; ! rector ofrthcJBivision of Biomedical Research at the AAMC. ■ ! j}* 
-. I^wiilTto state at the outset of my remarks that the Association^^;: 
■ ^. * of Americiin Medical Colleges and the American Federation jf or ^ 
y ^ Clinical. Research greatly appreciate the efforts that this subcommit^ j 
f ; V tee has undertaken in tlie past, and ^vhicli.it contin iies to; make with ; 
i; tliis legislation, in support of biomedical research and research train- . ; i 
i;.;/- ring: ; ; : . /' ■■ i ' ^ ' 

i!' . ; • The actions taken by you Jiaye been a central, reason fdr^the^suc- 

cess of these pro^ariis in advancing tlie fight against disease arid; in . ; 
; training 3^ung scientists to continue that fight. . ^ '/■[^^- ^ ': ]^^^[^{ 

In the brief Ume allotted to me this mornings X w 
; ; ; fine m'Jr remarks'to the. subject of research, training and the renewal kj; 
; y - of the authority for the national research service aiwards' program. Jii- 
|f ; ^ Tlie Association of Anvericart Medical Cbll^^ and .the Aiiiericarfj:^ 
: Federation for Clinical Research suppojrt. the provisions of ^^JliR; : (i. 
. 10908 with respect to fhe renewal ,01 the nidtipnal 
^ . ^^^g p^^g^^ and especially! for 3'years because fiiose bfgariiza-^ 
; >; tions^ firmly, believe that a strong, stable f)rogram of Research train^; 

: . ing is absblutely essential to pFqduce 'the .numbers of skilled : bio-' ; r 
; ; ; medical scientists needed to carr;t but the Nation's future agendalfor ; - 

; researcli in the biomedical sciences. '^^ ti . J ^^^^ !' ■ r^^^^^ 

l^- ' Witliout the^ to the • biomedical, arid beh^v^ -| 

f^ J : ioral sciences; a reasonable fracti^^ of the Nation's iTK)st : cireati^^e 
; V young peojpli^ each year, our future scientific efforts and 1 advances^ IV 
will be seriously thwarted. In par\ticular, we support: this; ;isubcom4fji 
! : i r / mittee's intentjpn to renew lhe authority for^ the NRSAfprogi^ 
i ; .jEor 3 years,-^mch'w ^he stability of: a; prdgram^^ 

hias been increasingly troubled in the past by.incohstiancy bf Federal 
y:V- ^ r^^rpose.:: : f ' : _ ■ v :/ . \ \. i" : ; ';- f' { :':-i^-s-^V^'vMrrRte 

; f the AFCR are in iigreement with title IVv sectioiit'll 

; , V4O6 of H.Ii. 10908, lyhich amends )sebfion 472^(d): .of ^he^PHS Actl^^^ 
■ provide* th|t at l^ast ^ perdenf of \the*|^Jtraining^ shall be made^^^^^^^ 

- ; ; as institutiprfalaw 15 percent as dife^ct f ellbwsliipslj;^^ ■ 

fe^l; - ' ; J^The Congress' t^^ this; subcommittee; Jias in; the p^ast: empha-p| 

: sized tKe need^ to continue thei insHtutipnal' t^^ gprant ijmigraiiil^^ 
i':^ ■ .;J;in the reports accompanying previous' 

',■{■]':'■'■'' cori|jiressional 'support, the; administration has tried 'to discoiitiriue^^^^^ 
1^ : : ; the insti til tioi^l training grants and tjo award only direct indiyidual^}^ 
i:^; ; ' -"iellowship-awards.^; . ■ ['[i ' ''X^ ^'' ^]-^.'.-'^'-^;'^-^ 

j: ; . ^ III; the justification accompanying President Cq^r's fiscal jy^ar;^ 
p ; ; ; 1979 budget/the Department request propbses thatTho hew^institH-l:! 
pp'V-i tiorial awards be inade in 1979 a view\ to phasing out <iie[prb^J;H! 
j gram down to individual awards only. ; , \ • r ' ' ^ : 
" ' ^ It is always extremely regrettable when^er^explicit inflexible pior-fit; 
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- -'The two organizntions; also endorse tlie language in "ILR. 10908 

that will extend for longer- periods the time in" which an individualir 
/ vmay be supported uiidev a National Resoarcll Service : Award. This 
; extension in time is. necessary because programs ]ea(ling4o-ttnrM.]D.- 

Ph. D. degree require at least a years and because the average length 
: of the.Th. D. training i.yiow nibro tlian 4 yeai-s. In addition, Ph.;P.'s 

frequently .require postonctoral fellowship support for special pur- 
" poses. X, •• . !. [ N \ . ■ ■ i ■ 

There are soma additional changes which we recommend be made 

in the NifSA program to make this program more workable and to 
. assure that/ the mission of training excellent' - scientists is accom- 
■ . plished* / . . / ' 

/ Nationat^ Adyisbry Council approval is now reqtiired by section - 
' :472(b) (2.)^^^^ Research Service^ Awards, bc^th instit'u- 

y tionaHtraining grants and direct individiial\^cllowsliip awards.^r:- 
Prior to 1974 ootlv training grants and individual^awards were re- 
vie>ved^by initial review panels, but council approval for individ- * 
^ual a:\vcirds adds to the council workload, cohtribut^ littlo to. the 
/ review process and .dalays.the award process by 3':tb 4 mcwiths. " - • 
This dpi ay is so long and so significant that in 1977 the ^linicalin- 
stitutes had a large uuinber of awards* turned back by would-be phy-l 
sician trainecfi who turned 'to other pursuits or to other ;granting 
agenc.ie*^ during the 8 to 10 hionth jwait for notification. Thus "we rec*^ 
; omjncnd that the requirement for Advisory Council apj^roval of 
individilal a wards be deleted. * ' . / . / . ^ v 

le^is not^intended that peer review of awards should/i^c "discon- 
tinued^ but instead that Ihc process , be shortened byyreturnjirig to 
-the pre-1974 stiitus which required two-step review only.. for institu*' 
f tional training grants and for which no criticism has "ever beeri^'de- 
V; vclopcd." ■ ■{^■:.) '■ .'l-- " .■ ^ '■ ■ ^ / ■ ,ff':/ 

j: i .: lVc also request that the subcommittee, include, in the report which 
will -accompany tl.R. 10908, a sectiort that permits -support during 
'the acquisition of those clinical' skills directly related to clinical, re- 
i' -se.areh by those su'pported by Tfational Research Service Awards, 
■j. i r'l^his request is made JDecause the traininff for/ clinical in vestiga: 
■ tion requires that an individual be a superp physiciarTr.s well as a • 
^• siipcrb investigator. A problem currently exists whore differing iur 
;tcrpfetations of^the; regulations implementing, the NRSA .program 
- hy Natiohal:^nstitutes of Health: program inanagers hayc led to the 
widespread impression that no clinical work, by. an NRSA recipient 
' is deemed supportable. • ; . \; .* ' 

'. The A AMC supported the payback provisioir in the original act » 
of 1^974. Since the act became effective, we have identified certain 
problems. This provision poses relatively few difficulties for Ph. D.'s 
♦ receiving research training especially because this subcominittee is ' 
^ now correcting certain inequities. ^ . . ' A i 

However, ipr ^research -training generally and . f qr physic^an/re- 
; search^ traincc.s\ in particular, we believe the payback provision is 
: ;■ exerting a 'detrimental, influence.. 'The basis Nfor this assertion\is^a 
i f "recent" survey o'f clinical research training In academic medical" cen- 
/i ters conducted by the AAMC for tlie. National Research GounciK 



;|;;?i/p;;^;situad 
ymeii^ 

;;:andVppse;.aS^^ a^itional bamer to indivi^ 
fprm^'researcK • . i-"'" ' :■>''■•,■'-*"•••.; '> ; ' 

^: I; ;;i:It ibje^rccbgnized that both M.D. and Ph^ research; tkinees^Hi 
' fare^ perfom research during the training 

more than compensate th^ Government for the relatively small^s^ 
fc: i ! port ^f^l^ich; tteyTeceiV^e byj publishing actively and advancing ImbM-: J' j 

^ i ^pKuirt^ : fact that \it ig^difficult to predict jri advance ^whb:«J;i 

^■pb : reqiin^ thc^^^ for vesedi^K to^remain :in 

: .careers yirou .of ?payback requirements -is truly, cbunter^;^^ 

: prodiictive'and^a^was^^^ ; --4} ^^^liyi-H 

:;;-;^e|lajow^^ the 1977 Report of 'tiie iNatioi^^ 

V Ai!ademyf of jScienc on a Study of Natiorial :Needsi:fo^ 

ij;! ^ ; BiprnMid^^^ 

; ; / - an -^alarming ^ d^^ in ; the : number of ; M.D.?s ^^repeiying ^ 
/ iraim 

I ^!^PP^x™itely 1,000 vfe physicians were in ^such research Imiiii^ 

V ; than projected needs of ^thisl couiit^ 

i^^v!; I r'V!^ very; much; afraid that unless some steps - are): taken i t6i i> 
: V :w counter the detrimenjtal effects of tfie ; paybaclf provision, the ^decline ; i;l 
i;f . • ^in : numbere of physician-investigatp -research ; withfe^^ 

; ;v ^ederar research funds noted over the^past f ei^'jnears y iU accjelier^ 

^a|r'a:^;ti more, not/fewer, clinidah-sciehtists"^ are urgently- ^ 

;5:.;;V/;:rieeded.-: .;■ ' ■/ y ■ ■' ■ -'\f-'^//y''{r/:y^^^^^ 

\{ ' . r^;:^ paiyback we urge^ that other^ methods ^bef;^ 

:^|%vS^opted,t^^ that trainees are truly motivated for researchH ; 

"'Car^^ 

>i^*^?^' ?ssi^^ of traimhg for, careers :4n. research and fi 

•^i;:-v?^!-Tacaid * ^ 

^!y. y. '^^^^M directors, and prpspective V?^ 

I-^T- t^j^line^S:,shou^d^sha^eyk^ the process :of -traiiiee^'^^ 

■ f ■ : ; selectibn and the nature of the training* program sferve only that ob^ ;' 
'■■^v'-f yjective.- ^-; ■ ;^''v^ \\ ' • v ■ ; 

i : .: H i supervise sucli training jpro- W 

: ■ of nanprpductive and:tp^tenhi- = i 

;> ■ :* nate;thbse that fail tp place a majority^^f t^^ 

: ; ; iiig ;^prbg^ academic^research Xiareei^ We ; oe glad to hil 

•r^j^ir/^T'^E^^ tp appear ,tpday on be- IH 

^ half of ; the AAMC ancl the Americahx^edieratibri^ ^b^ Re- ! 

; search^; Xt^ould ^be pleased tp- answer, any^questibhs youvmay have : i 
: ; :at-this:time.; : ■ .;• • ^* «• \. ^^V;^ ■ \ ■• V, !( ^ 'J 

;^ : ; I would also^ to emphasize that theAAMC and the/AFCR ; i 
;;.v;^ support;. the provisions pf H.E.. 10908 that ren^x^oj^rS^v^ear^ the^ ' 

authorities for the, programs of : the Natib'fial^Heart, I^iii^ ; 
. ; V : Institute and the programs of tlie Natipnal Cancer lristitute;:In Ipar- • 1 j 
; . : ticular we s section 303 of H.R. l^^ which would^g^a^^ 
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^MtQ tTic I Secretary of the Department of /IlS^alth;^^ Eclucatipnj aricl ; W^el- : ;j j; 
||||*{{it:e;ii*a President^ -tliC : a rithbri^^ 

||thici^^^bf ; Cancer Advisory* ;Board arfd ; ta designate: its i 'Mi: 

iH^^'cliairma^ the Publi^ Health Scrvic^^^ 

|Siamendcd by*H.R> We interpret tliis amendment to-mcah fhat ; 
g^j PiresideritiaVappointineht only 6 

^S^tnt^.of Health be required and that' Presidential appointment^ 
'} ;,of the iDi rector of the Iffational. Cancer institute will be deleted 
^1: ;f rom the law. The AAM(p and the AFCRxSupport this change. ' 
f 7 We also , support the SLyear renewal^^ovided in H,R. 10908):of 
/ the authority for the 'assistance* to jmedical lib 

: thought gOocl libraries have always^ been an important feature of ^ . 
; • grcatxdademic institutions, thc;^imnsual nature and array of activi-^^* 
/ . Itijes subsumed by the typicaKacj^einic^ medical center makes the.' ; 
(;^ : 'q^^^^ the services prc^vided .by its 'medical library" of ^ even 

1 igreiiter than usuaV^'impm^ Urifortunutclyv without the avail- 
:^ : ability . of ' the relatively/small amotuits of:''fuhcls =-prpvided thrqu^^ 
vi - the various /pro^ra^ ^Xedical LibraryYAssistance Act^^ t^^ 

r ; cnhancement'Of ffrose services to keep ~pace wi\h bothVthe growing 
VTmagn ^the \increased complexity of activities in those cen-^ 

: ; : tcifs probably would -not 'have occiiiTed. Unfortunately libkiries are \ 
i^ ; too frequently -placed in a poor .jjriority position among tRe;Tnany ; ; 
important .functions of those institutions in the allocation ofSheir :^ 
>*';alw4ys limitj^d--^ AAMC and the AFCR have also bfeen * 

if* inipressed_ bv; iho growing efficiency and. eifectiyeness oJ the Regional 
: -Medical LibTary j JietwoTlc. as well •as. the contributions which are* 
; being inatle jthibugh the NLM's small but very contributive research 
^'r grant program.! ^ . . . !' ' ' ^ \ 

: Thank you. vWy liiiiidv -for- PQvmittih^ mfe to appear today on be- . 
i . lialf of thejoAAMC and the AFCK. iSvoiild be pleased at this point 
■ to respond )tp any questions you may have. ' . - 

Mr. 'MAGinRE. We will-wdit on questions until the panel has finished 
testifying. a r . . 1- ' : . 

Dr. -.Jackson? ' i ' , . i • ' . 

• STATEMENT OF JAMES S. JACKSON^ PH. D. 1^ \ 

Dr. Jackson. Mr, Chairman, members of the subcommittee, I am 
' very pleased' to be here today to speak on behalf of the American 
Psychological Association and^the Association for the Advancement ? v 
of Psychology in support of. title IV of the biomedical research and 
• research traming amendments of 1978. - ^ 
; My name is James Jackson, f am especially pleased, fo appear 
'! [ before this conimittec as a previous recipient of an award under the 
Public Ilealtli Service Acct in 1970. I am presently an .assqciate pro- ' 
' fessor of psychology at the* University of Michigan^yl work in the 
.Institute for Social Research- and : the Institute of Gerontology, 
where my rQseai-ch is in the iactors affecting the mental health of 
the black^population,^speciaUy the black elderly. / ; 
. ' 'I administer thjj^institutional training grants in Social psycholbgy 
foivtlie 'U^i^ersity of Michigan and llpr;csently; chair the N13IH 
Psycholog}- Education Training Grant Review Committee. In addi- 
• 'tion. I am chairman of the board of trustees of the Association for 
the Advancement of Psychology. ■ - ' . * - 
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fliferSuMI ^ accbnipanicd licrc tpdiiy b}^ Clarent 
j.|f j ilircctpr and gcnc^^ i o»: the ^Vssociatit 



ion for the Advancemehtllp 




r The revisions and extension of seetion 472 of the Public H^dtKi;;^| 
Service Act arc extrcmiely important, to every scientist^conceniediivf 
with behayiorarand baomedical research training, even more^'so now'^J^^ 
;that section 301 training will be almost completely Jpliased out and 
we will be fully reliant; on the National Research 'Service Awards 




/ in view of the equivocal history of the program for the past several 
•:":years. , '\' f: * ^ ^'V■ ■ ' ■■.i^-^^ 

' : IVe support your revisibns of the paybaclv'obligatiQns,;Wesupportv^^^^^^^ 
your cost=of-livirvg adjustments in the stipends dnd allowances ; to i ^f 
■-^■:^-NIiSA'Tecipients. '-^y. ■r>'-;:^'-:.;::^?^ 

We support tlie increase of the niaximum period of NRSA sujf)-^ t^- 
port for individuals in predoctoral training from 3, years to 5 years.^ 
^ ; . certainly, support tlip amcndnvehts to sectipji. 406(d,) wliich^ 
. places a floor of '50*percent on* institutional ff rants' under-sub^ctionx I 
' (a) (1) (1^) of NKSA.- — — --^7^ ^ - \ ' 

We, woulcl like, Mr. Chairman, to suggest several changes in the<^ 
legislation. We would like to iclaril^^f the intent of the Congress on :^ 
the separation of the mutual exclusion of research and clinical com- 
ponents in training progjgims, to tl^^point of excluding the applica- - I 
tion ; of research to clinical prograihs or 'iappried environments in !. 
research proffyams. I will come back and speak to that a little later.^'^^^^*^^^^^ 
- We v^ojild Jike to .rticoinmend a specific authority, to allow support * 
of short-term research training programs now not part of the normal' 
academic research training system; "'^ : H 

We would *reQommend pi;ovision for payback of NSRA support ' i^^ 
through appropriate activities in the nonacademic sector as- well as V 
in the. acad^ic sector. • . '^ r* 

" We suggest two changes in the participation of the ^Nationail 
Acadenwrof Science in the NRSA.; The pprview of their report:'- 
.. should be expanded* to include nonacademic environments for re-' ' : 
search personnel, and the Administrator of .ADAMHA should; be : 
included along \vith the Director of NIH as a mandatory source of 'H- 
; consultation oii/tlie report; - ' ■ : . ?i 

^ Finally^ we^ieed to construct special programs aimed a^; identify- ;| 
|ng promising minority researchers, promoting their entrance. intoT i;! 
' research, and providing special funding for programs of enrichmeAt 
of their career potential; . . . : j -^ 

In tefiris of insvjscxperiericcs rcga:rding NRSA and the vi^rious n)lesi 
:^in whicl\-l have into cpntact with the particular'issues surrouridirig'"'' ! ; 
^ research in psychology, it has become known-to me that most tr^inors !• 
of research psychologist's fdel the nee^ for at least 5 years to trairi: ■ • ; 

:■■■■/:- ■■■■■ ■- . ^- -■ -r ■.--■'r::^-^ 
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liri itlie last;^ role ori the; K 

y:mittee,:I:have^coine irito;c6ntact, eitherperspnally orjthrough y 

|^;^grant pro aroimd*^tne country/; eacK : ? [[;;' 

i ^orfeVof them havQ^ coinplaiTled about the restrictioris\ with regard, to ^ ,; ; ]•! 

! : NRSA's 2 years of suppoA^ V ; ^ = V ■ ! ^ 

J;r/;'{rhe 5 years Avi 11 be very, very helpful, and it \yould.be viery, very^ >^ 

ii'welcomed in the field of »research\psychology. Therq is a^eed^^f . V v 

i f institutional awards^ and wc^are very p^l6ased with "the changes in ^ ^ i;; 

";.;;■ this'billr ■'■ ■ * : ' y'-'- ■' . '•■ '^■'■v:*d 

; * The only problem with individual awards is that it does not allow "^ V: 
■ ^thetinstitutipns :o have enough flexibility with regard to making 
appointments. TV hen we make appointments for psychology research- 



ers, they come f i 
has a great deal 



lom a variety oif different resources. The institution ; 
more flexibility, and has" some control over the re- 
source? for students; ^ . . V • ; 
t n^ : Almost all of the institution^ I have been to^have; agreed that the^ 
^ institutiona l awavcls would be more helpfurtor therii: than the indi- - , ■ 
^vidiialjawar<ls at ' ' V ^ r ; i 
The cost of livmg. increases are imp6rtant.^I work!l*with students ; 
myself at the university of Michigan, and'several other universities, - 
;the -awards are just inadequate "with regard'to inflation and' others ; . 
^ sources of increases, increases in tuition and so on. We have had to : 

■ c"u^ w^th regurci to pur funding, ani -it makes it very.difficult^ v 
with the students. . ' ■ -.r -/'.'-M-- 

■ i There is a^problj^^with regard to the separation of . clinical and * ' ^ 
rigseayeh ^t raining.: Thi s is a particular problem with regarj^ to jisy- ^ 
cliolo^y^^Ati ^ciliiyisLy' in the professional field, we often; have clinical ,, ' ■ j j 

i people who are:1:rained with regard to research^ although at thV y ^vi 

; predoctoral ievel. The split between these two makes ^ pa;rticular ;[ 1^ 
; hardship with regard to psycholocy, as I have indicated in the re- . 

' mainder of the testimonjv- Scmrig^^ople would like to see ^some real 
definition between the^e two things. . . ; \. ' ■ 

* . We feel tlmt it is not the intention of Congress to, make such an 
explicit split between research and training, but it has been inter- " 
preted. this way.. We**would like, perhaps, some, clarification ^with 

. regard to that particular problem. 4 
/\Ve have particular problems with regar^ to the way we. turn out 
students. For example, I have students who chose ijsycholbgyj but . 
who are 'also trained in clinical psychology. It is particularly impbr-- 
tarit that he ablc.to suppjjrt people' like this as they go out into ^ - . 

;..thefield. f:\ . '■ .; " ^ ■ ' ; ' ' :j 

, Psychology as a profession creates new scientific knowledge, *aiid ; j 
it is alsp an applied 'field. We think that it -is. important that some : , 
connection be made between the two particular things. ^ • ; - 

' Wc think therp is a need for the alteration the'»payback. As I 

y said; before, we, indeed, \do support "the payback provisipn, but we ; 

V do belieye. that tfi^cre needs to be some .alterations' made. Wliat has 
hfipperied jn psj^chology in the last fe\v j^ears. we move more and 
more out of the-ae.aclemic realm because of . the need for psychological: 

■ researchers and industry, and in business and other kinds of fields. 

. .We would like to see ai>\alteratioT;i made ^ so that people can .fake. 
• care of the payback provision by, perhaps,^ working in research in : ; 
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iVfe> other ^ than fflnflderii 



2i conierencei?ji{[^ 

...... . ... ...... . ..^ .... ., — : pt?;fromftKe|M 

■ ^ ' : ; f It^^is Jveiy^ important,' andi in ttie i last 41 year^ we liave : suppor&al'ltll 
Krl several^ me^ 

i;:'-';n:toiiicreasing min^ rf/- ' - ^"^^'v'';^ 'i*'>''^i'r:^M?H'i?|? 

;f M ;h| Finally; 'X^ a needv&r special program 

■ ^ regird to Vminority ■ students. I think we need the kind : of iprbfeam 
! : that is; availabVat NIH: I think: thaf it would bo very, veiy^hapful 7 
: to '^have such a v^rbgrani at NIMH witii "regard ! to increasing ^ thei;yr|^ 

jTi ; number of minority students who are involved -in psychol6gy!f train- 

^'fe'^ -'-r^Th^^ ■ ■': : -''-v .^' y] • • V^'^^^ 

' - -f- • ^ H' 

; ; : ID^-.- Jacfe9n's prepared statement follows:] \ ' • 
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r r^Testimbnyjdf > 

' Jeune s 4^ S ; ' Jackson r Ph * D . ; 
University of ' Michigan ; 
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/ • ■ :'■ v"---. ■ ■ . ■ 

^ ; .Clarence ,vJ« Martin : ; 
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. SUnCOMMinEE ON HEALTH AND ENVIRONMENT 



COMMITTEE ON INTERSTATE ;AND FOREIGN COMHERCE=.. 
U:S. HOUSE .OFisPRESENTATIVES , ^ 



^ , , ... . ^„_^S;of the SuKownltte^ 

' if 'am very pleased W\be here today to^peak on behalf of the American 
• : Psychological Association arid the Assqi^latlon for the Advancement of Psychology 



; 'Amendments of 1978. 



In support of Title IV of the Biomedical Research and Research Training 

' %1ly name Is James Jackson.- I am/especially pleased to:appear before this 
. -Committee as a recipient of an award under the Public Health Servlce.Act In' 1970.' 

r'-'v- -^i- :\ • ■ -r--^- ■ • ■ •■■/ v.:- .ii. ■ ; • • : ■ 

■V . I«. am presently an Associate Professor of Psychology at the University of Michigan. 

- .1 work In the; Institute for Social Research and the Instltuter of Gerontology** 
V where n\y researches In the factors affecting the mental health of the black . 

ijij^i; population, esp^ . 

training grants in rsodlal psychology' for the University of fllchlganrand I 
; • presently Chair- thtf wIMH Psychology Education Tralnlng.Grant Review Committee.-, 
.i'rl . In' addition, I am Cha1^>Tnan of : the Board if Trustees^ of the Association for the . ■ 

Advancement of Psychology.- - / " • ■ - * ; i. ^' 

. 1 am accompanied here today by C.lairencd J.. Martin, Executive Director and; 

.i''^ ' ^ ■ -I ■ ■- y- : ^^.r'-- '\ ■ , . X 

- General Counsel for the Association for. the Advancement of - Psychology. ' 

- :The rei/illons and^extenslon Qf Secnon 472 of the Public Hei 1th Service Act 
are extremely Important to every scientist concerned\w1th behavioral or biomedical 
research . training -- even- more so now. that Sec.tlonj 301 training will be, almost . 
i;. completely ph^^sed out and We «*111'be fully reliant on. the National Research 

; ■ *:7^>.." ' ■ ■ 

r'^ "'^Service Awards Act. " r ' ' 

. Ne appreciate' and support your amendments authorizing Increased funding 
for NRSA*s to be awaVded in the next three fiscal years. 
; . He support the W^ft^ear extension of the NRSA authority as being essential 
V: ' to the program^ s stability an^ontihiied growth, panticularly ^view of thej 

equivocal history of the program for the past several years. ■ . 
.I'f- lie. support your revisionrof the pay-back obligations. He support your ' 
• ' cos t-of-.l!lving. adjustments in stipends and Allowances to NRSA recipients. 

He support the increase of the maximum pfr|oa of 'NRSA support for individa^ls 
■ In pre-doctoral training from three years to five* years. ^ 



mm 
'■■SI 



|; !:; ■ And:>^^ the^amehdnentsjtors^^ 

J^jflMr of : 50 perv centum ^on institutional, grants :under SubsecWon (a^ NRSAiS ; | 

ij.S.v^ V' We:WOuld,vMr;;Chairn«hV like to suggest several: changes in the legM'ation^4 ?! ' ^ 
: , We would like- to clairfy the inteht-of the Congress on the separati.on of 

' .■■v-; V . , •■' '■. . ^^.f , .* • , ' 

programs funded under Sections 472 and 303. The Executive Branch has been strict in. ' 1 /) 

■~ : ' ■ •■ ■■ : . ' . i • 'r ;:; •■: i\r. ■ ' - w 

- ■ the mutual exclusfon, of research and cl inical components in training programs: • ' ] '^i 

f i ; to the: point of excluding the application; of research to clinical programs or - ; ' ; 

I applied environments in research programs, ' / , ; . 

We vfould like.to Teconinend a Specific -authority to alloy support^ / ^ : 

y \. ' term research training programs not "now part of the* norm^ academic /esearch v. - .^-^ 

■Vif 7 training 'system/.' * . ' . ■ . ■ ' , ' - - ■ ■ *' • : 

. . : . We would recommend provision for pay-back of NRSi\ support through 

^ V apppopf-Jate activities in the ndh-academi^ector as well as the 'academic. . ' . 1- , 
; • . We suggest two changes, in the' participation, of the National Academy of . ^ ' >] 

>Sc1ehce in theyHRSA, The . purview of their report should be expanded to include ' ( H;^ 

J.\:; non-aca demit environments jTor' research personel, anrf the Administrator- of ADAHIW - . *^ ■ v ^ -Tj 

■ should be included alorfg with the Director of NIH as a mandatory source of ^ 

■ - consultation on the report,"- ' . " ^ - » ■ - / ?;^( 
;: . Xinally, we need to construct speclarprograms aimed at identifying pr<imising V : ^ hj-; 
Ci:^'^ minority researchers, promoting their ertt ranee into cpsearch', and providing special ^ 

."•funding for programs.of-enrichment of their career potential! / ''■ , 

^ • ■ •■. ".■■/,.■..■<■■■ vv''': ■ ; . ^*-r v 

. : *■; Let me coaiiient in further detail, /r. -.^.v; - ' ' . ■[ . \ ' ' ' ' . : : 

■;■"■'- ■■' ■■ " . ' ' -I . : ' ? , . ;■*"'': ■ , " • ,' " ■ " . ^ ' - ■ . u^j 

. ■ : The ^drease , in' the maximum period of' support, under the NRSA program.^:o * j 

five years of Cip'rVdoctoral support plus three years of postdoctoral support is 

, a very welcome addition. The flexibility that this modification creates will ■■ [ii 

; be- directly j)eneficial^^^^^ who are.in their first yearls of predoctoral \ : : • ; 

'T!'' ' •*■■*■:•■ ■ r " 

^training, and are not yet qualified to perform teaching duties. This group of ;^ - rl-i 

^students have often baen left out of ■■funding' programi, and -consequently were 

at a serious Y^nanciiJ/disadvantage, Particularly 'hard hit have been women . . ..'^i^jij 

y .and minority students, whON often are not able to pay their, ow^ way through : r- 

school, and who, are forcfed to take part-time jobs outside the academic environment. ^ ' 4(1 

^ Often these -students are not able, to be full-time students because of- their ' ' : 

inancial problems. This part-time status increases the. time required to complete -. 

1r degree, lessens the feeling of commitment to the educational and research / ^ i'^i; 

'e^iterprise,' and tends to be a major facton^in the number of drop-outs from \ - -T^^ 
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■v training programs. 



a certain Inflexibility In administration of the NRSA legislation has- led to 



l^r^jj^JThe^neW; five-year .limitation for predoctoral- support 'h111[ be ;of particular ; 
: 1: advantage ' f or s tiideh ts In those disci pi ^1 nes | sue h as p sychol ogy il^ tha t ^ia ve^ put . ' ; . 
t'thieir- emphasis on research" training at /the predoctbral level yrat her than the- !\ 
■ i; postdoctoral ; level . , since many of the provisions of the oi^f jlnal ^National 
Research 'Service Awards" program v#ere. written !w1th, ptysiclans In mind, they have, / 
not worked to the advantage of the non-medical research professions. In addition,- 

A leglsl 

further , serious conseqUences^for research tralrvl.ng In/ these behavioral , rather 
j than biomedical sciences; Your modlflcatlon'of. the/maximum period of support . / ' 
. under I^RSA will be very advantageous to those students who are In .real financial ^ 
; need. \ . ' ' • • ' ' / . " ' • , : 

• ' ; \- The s ta bil 1 ty of . research ^ fund Ing to 1 ns t^t u t1 bns of hi gh'er~l ea >^n1 ngj^l s >; . . ; ■ ^ 
;"*of: the utmost Importance If: we are to have a^consls tent, production of ppc^^^ 

; and well trained research personnel. The requirement In ^the Amendments -'that at 
: least SO percent of ; the NRSA- funds '?hall go- to '.Institutlonal^^jlds ;1s a very- 
positive >tep In proafcting that stability of research funding. This requirement ' 
win allow the universities to. make use of their' talented staff and student ; . ; 
populations to their best mutual adv^antage; . It will allow the^school the ' 

• flexibility.' to a 1.1 oca te fumSs anibng research trainees based upon Individual - ■ , . . 

financial need as well as potential for excellence A a. research 'career. This 

> : ., / :.:,:■ ' ■ 

. should. :aTsav.>ffi; feel ^ the administrative costs necessarily associated 

,w1th a financial aid', prqgram^.OT this ^magnitude. Our university programs need 

p .visible and continuing support from our government, particularly, in thejr efforts 

to develop and dlssemin^e new.'knowledge.. This action by the Subcommittee w1 IV 

: be another helpful ste^y toward stabil ity and the appropriate -allocation of 

resources to the university system. ■ . ■ 

The prov1s1on-,in the Amendments which adds cost-of-living increases to the! 

stipends awarded under NRSA Is. an extremely welcome chan'^e. For the past years, \ 

\ the amount^ of the : NRSA award's has stayed at a fixed level . With rlsesMnltultlon^ 

i and particularly with the dramatic Increase In the cost of- living, syjdents , 

' ; supported with NRSA funds were being caught In a' financial bind. In addition, 

V the recent decision by the* Internal Revenue Service that makes the: NRSA stipends 

• taxable^income has crieated an onerous burden on the students. ' Whilb we realize 

r that, a modification Of , the. tax status of the Awards Is not within the purview of 

r V' . ' ' ji* ■" ■ ■ 

■ this Subcommittee, we join other groups ih urging your support for corrective .. 



! lite' ieglslatlbn^ IcKange this : tax* status — as: was recently aone : for the' National 

||;pjl};rHealth Service pijograni.; The ; addition of ; the.:cost-bf-liv1ng^^ 

Ipi i; ^a^ 1 owanciBS ' to ; the stipend , however ,¥1 s , a ma j or step n recognl zl ng the pi 1 ght ' ' ^ 

IJ: -; ; of many^students who rely on'NRSA funds for 'their entire support. ' • ^ 

rl.;. - In addltlorvvto these changes In NRSA- proposed by the; Amendments, we \ 

|;:^i;J:|Vwould like to ;suggest others which we feel will be of ass1stance*1n the ' 

i:-/;-: training of research personnel. " * ! .V/: ' ' a ^ 1 ■ 

ya.L. ■:<:^,, -^-••r';, .■•■^^ ■■ •■ , ' ' ■■■ ^ ^ • 

li V- • .The provision In the'orlglnal legislation that disa flowed NRSA P; ' 

Ck-^ • ::k-\- ■ : ■' : - - ->^' 

1 l^^y ;;, support for clinical -training has been Interpreted by^the Executive; Branch Inj . 
V^;.^,f a somewhat limited fashion. To quote from Page -JO of" the Report on. the tJouse' 
I'. ffl 11, "National Rlomji^ical Reseat Fellowship, Twineeship, and Training Act 
l y : of 1973,;_"^.1o writing ti^s legislation the .C felt 1f•appropr1'ate^ > 

f l ; to restrict jts application to actual- research training. . Jhls should not!*be: .. 
i'v • V * \ ^" ter pre te^o roea n tha t the preseh f N IHH s u ppo'r t for cl 1 n 1 ca 1 a nd prac t1 ce : 
5-^ ■i^-^ri!!^"^ ^'^^^:"*^^^^ ' Rather, it' Is an appropriate subject; for separate 

consideration from lhat. of research training," We heartily agree; that both : . 
v^i :^^iI;;cl1n1c^V. research; training are^important, but are concenied that , the .' 

separation of the two. aspects of training hias -been made too complRtely by the 
-j".;.;;;.: Execut1ve;Branch. i ■ .t< ■ V H ' " . 

: *;? :•: As we .understand It, NIMH bas'lnterpreted the congressional separation of 

-yl^-^-' '■' r- ' r.-' . :■ ■ ■ : jy ■ \ ' : 

^ clinical. and research: training to be* absolute. Hence, In a program that 

■ (jj^J proposes to combine' some. clinical' skills within research training — NIMH 

j.; .^requires that two applications be submitted , as thougit these were separate 

r •- : ^)rogr2ms. On the surface, this Is only a ^cumbersome procedure,- not 'a 

probl emma t1 c one. However for -psychol ogy. 1 1 * causes 'parti cul ar probl ems . 

' Psychologists represent 11 percent of all doctoral-level scientists produced 

In the. country and a much larger percentage of the behavioral science 'doctorates. 

/ >.n\ Also,- psychologists repress percent of the .dp9|ora;l -level mental 

i : bealth s^vlce providers In the , country. * Tfiie. education for a clinical 

psychologist has- always Included a significant amount of training In research 

> methods; and the surveys of clinical jfeychologlsts over the! years have shown 

. that a""5lgn1 f leant amount "of professional time Is spent In research activities. 

Jhls duality- of research and practice :*do€s not fit with the separate NTMH ' - 

} .'administrative, categories of support. This duality Is, however," at the very./.. 

essence of psycH&logical training. - , ' ' 



■ Welwuld^^^^^ the Subico^ittefrJs help ,in: clarifying thel ; ^ i j 5 j: j 

pi'f Mntent^ of j Congress, that 'cll/iical training and researcj) training ried not' be : 
Hfii!\j'totall^ to be -appropriate. for support through fed^ We would •■ V. 

;. ;.l i ke some ; ac knowl edgemen t tha t , f o r the d i s c i pi 1 ne of psyc hoi bgy ^t least, there ; , . r 
Lty is a .necessity for research training within the clinical 'program; and, that for < ■ 
f^ y Vjall disciplines there .Is . a necessity for environments, that promote the *appl1cation ■ 

'Of research to rilnlcal problems. " ' ®^ 

i- '^'^'^•'^i^'^ Second : We reconwcnd the NRSR au thori ty b^ mod i f 1 ed . to al 1 ow support of . 
•/Ivl* short-term resea^ch training programs, without the requjrement' for serviceTpaybaclc. . 
i.U:' Presently, there Is no mechanism for the governfnent tb provide financial support . 
:::;S -.-to summer workshops, conferfi|ices, or. Intensive, but. brief training programs that 
:^ i^.: a rV not part of the normal ac'ademlci'researcb training system. An amendment to .. 
V-Hi^ the NRSA leg1,sfatioh thatisj)ec1f1cally al, lows such .fundfng would be of great ' 
r:! ' : benefit as a. catalystWoward, greater sharing of 'research Interests and findln'gs," - ^ 
J^Jii new methods jof research Investigation,- and promi sing new avenues' of iresearch.v . 
h I' " I '•ef f b'rt'i . Wh 1 Te many rS uch prog rams ar^.. no t expen s 1 ve rel a 1 1 ve to t hel r use f u 1 nes s , ; 
Kj H.: they, often require outside funding If they are^o be possible within the ' ' . \ 
I • academic'' conmunl^ abil ity to gather promising new researchers arid highly 

i!!7'V; respected ex|J€rts for their expansion and cross-fertilization of Ideas would be 
? 1 1^- significantly ,1 with funding possibilities from the National Research 

-Service Awar^ legislation..^^ ■ , ' 'i , * 

Third: The*^ provisions for payback pf'^llRSA support through, research - 
I*:- '1 servjces Is presegtly listed aS fqllows: (the awardee'<shall): "engage in healtlj ^ ! 
i J J - research or , teaching or any combination thereof which Is In accordance with v.^ \ 

r ' usual patterns of academic employment." We reconmend that the SubcoinmiiteiB 

^^■K: : ■.; "*^-. ' ' • ■ ■ ■ 

;i< >. consider expanding that preferred- method of payback to Include ^appropriate'^ ' 

I ; * research, act Ivl.tles In the non-academic sector. r > , ' - 

! Foir psj^chologists, particularly, and for other behavioral sc.1enti^^a1;tfo,-,^-v 

N-l' ; there :is^ a trend to seek employment ^outside;' of the universities, jhtftrend " 

};.;: (.; i has been in response to the need- expcessed for behaVjioral . sderice knowledge 

^^^bylgovjernment agencies, research' organizations, the military services. Industrial 



I- . "^and^ management groups, and private businesserj— ~The--cceitlon__of_a mass,ive network 
'• of state and local ^health planning agencies his led' to an unfulfilled deman^ 
:>;::: 'qualified researchers. Thei requirements of- Congress for appropriate- data a 
studies from the Executive Branch, has led -to increa^sed use of federal funds 



it: 



I'-/!- '".-Ji^t-fer' ■ - 401 ■ ;■ ■ ■-, : 

^ j 3i;'to suppon ;the; collection and; interpretation 'o^ that information, ilhe Nationail ; )^ 
g^jt Acadenv of Sciences is >equired[to per fonii' an- intensive and extensive, study; of " ■ 
* "€eds : f6r research personnel — t ') thereby provide a basis ' for pol icy 
r makir\fl in research train ing^r-riorf '^^ 1, 
r. r , All. of -these examples are outside, the' usual patterns of academic employment, 

■ ; yet are clearly very beneficial to the piiblic and its government. It seems —~ 
.. . approi^riate, thei^fore,.to^nBcpgnize^f^ for research personiiel outside the . 

: universities by incljuding in these Amendments a provision that also allows payback 

,.: through work 1n "health -r^^earch or health services research in^ governmental ! 

• or non-profit non-governmental agency or organization." . * 

: - Fourth: ' the Hntional Academy of Sciiences study on personnel T«eds 'for — — 

biomedical .and behavioral research personnel Is modi fled 'by two sectioVis in ' 

. .y these Amendments. Section 402 makes the study an advisory .input to the Secretary 

■ / Of . Hea'ttbt Education and Welfare, rather : than a^oajmerit,at the core of . 

■research training policy. Section 407 decreases the frequency of tfie reports 
j to once e\|^ry three years, rajther than once -each year. ■ 
V ; • ■ We would -like to 'argue agaijist these changes in the study and its influenced 

.Although organized psycho logy has not- always agreed with the particular < 
. . reconnendations of the studies, we haVe watched , and partfcipated in its : 
improvement over the pa s t years .' We woul d 1 1 ke to see- the efforts' pf th 1 s ■ 
Subcommittee work toward advancement of the quality of the report rather than 
: .work. toward diminution of its impact. The authorization oiF' a scientific study 
to be used as the' basic input .for pubiic'^policy was a^very progressive action 
by Congress. Since one of the purposes of authorizing, the study was to promote 
. stability and long-range planning in research trainin'g policy, we do npt think 
: \that support for planning and stability should be withdrawn in lany way. 

the change in frequen^>;of reports from the National Academy of Sciences 
. to once every thr^ yearf'do^S not seemlcompatible with the need for current 
data and recommendations on the.natipnaArequirement for research personnel. - - 

■ : '. The^^time lag between the initial calV forW in any r/search specialty. - 
. . .and the production of these research pet^onnel is long eno/gh asMt is. Tlie 

. reports produced thus far have been based -pn a combination of rthtinuing surveys. ' 
j of need plus new surveys^to determine research personnel need in emerging'areas. 



-The'response'^lme^neqinrcd to" influence training prionUies would l>e tripled if 
this section of the 'Amendments were passed. 




llpy.H ; f -i We'wduld like to ;suggest^ however, two'chajiges in. the ;legislatipn authorizing • 

JH]^(,i.^\the National Acadeiny ; of Sciences report. ; . > \; ; 

!f:r;^i:t'' ■ . ■, -.n, • . * ■ ■ ■ ■ ■ ' ^\ ■■■ . ■ . 

te- ^ , First: As suggesti»d earlier in our testimony, the. need and -the util ization 
*;^^><;'- " ■ " j ; ■• ■ ,;■ ' i ; ■ • \ y;/.' , s- , :■' ■ : ' ; • . • 

; ; of research .personnel in non-academic environments has: fricrea%pd over the past ' . 

f];i:i ' i feiif years and will likely increase at a more rapid' pace in, the future. The 

;! ; . : , 1977 report suggested that there are plans to examine this non^academic research '. 



potential .more Tully; in 1978. However, as th e pre ^offTpayback provisions include 

only the. acaden lie sector, this look into non-academic ^ettings for research V 

; 'may not receive the emphasis that it needs. -. ' | ^\ 

f : We ask -that the Subconmi ttee modify the stated purpose of the report so 

. that the study would identify "the Natfon*s overall need for biomedical • arid 
' <f " ■ ■■■ ■ j . ■ . - ■•< ' ■ " . ■■ 

'; behavioral -research personnel in academic and non-academic research And trjainlng 

; ■ environments."'.' This change would not ooly be a recognition of the usefulness 
of such information, but would also be a supportive statement for tljie stated 

: ' - plans Of -the National Academy* pf Sciences, .... /r 

• Second: aI technical change in the last .sentence of .Section 473 which- - 

: authorizes th6 'study and report would seQm helpfiil. At present, the National 
•Academy of Science^ is required to conduct the study of research personnel ne^ds 
t" in consul tat ion with the Director of* the ^National Institutes of Health." We 
suggest, that, in recognition of the other, major source of NRSA funds, the study 
also be .made "in consultation with the Administrator, of . the'' Alcohol , Drug Abuse; \. 

r-^f-^^'and Mental Health Administration.** Wile consultation with AOAMHA is certainly , 
going^on now, it seems reasonable to- make this .technical change to recognize 

■ ■ I . . -V .. ' 

' tJje appropriateness/ of th.is cooperation. • * 

Finally, there is a need .to recognize th6 particular problems of recruiting . •. 
■ and-^retainlng minority studients- for research careers. As we mentioned earlier, 
. the.change in the maximum number df^ears of support made by these Amendments 
would be very helpful toHninbrity students. Provti ding for the possibility of 
support for five years of pre-doctoral training will be directly benfficlal. - 

Also, the inclusion qf cost-of-living increases for stipend^upp.ont^wi-Tl-enable^ " 

more miinorMt^^ . \ r 

— ference of part-time work. 

..: ' * There Is, however, a need to plan and carry out-special programs aimed at .. f 
identifying pi^omislng minority researchers, promoting their entrance into * ^ 
research careers, and providing special fupding for programs of enrichment of 
'.•..< their career potential, _ .• ^ 

'7'' • \ - ■ • , t. , * , 



llff.'"' ' ' '' ' ' ' ' ' ' 

fe: -1; • P^°9 such s u pp or t i s now i n prog re ss a t t he Na t i on a I-** I ns ti t li t e's (if 4 '»■:■/ 

||i|piHlMUhV:^ We^ like the ^Subcpoinittee's sup 



g||.H|.^lthV^^^ like the ,Subcc«fnittee*.s support for this: type of program within' : 

|i|||Uthe AlM^ Abuse, and 'Mental Health (^drtfln^Sitrat'ion/<'-*;:j.r" J j:- . ^-i-lV 

; P'^^Sr^?" Vl^^ -to : identify potentia l ' behavioral sicientists among ■■■ ^ ■ s^H"^: 
/^^ ■ minbri ty. high school.. students, and' promotes, their scientific development ' - yi^pSy 
plu'iv^-^^'^o^ s tady : would. be ^^i^ama tic- benefit to the present attempts' 

; -^"5''^^?^"9 number of minqi^^ijr^^irchers; The programs of the National ' ' " 

^A:r-:^W': ' ' :■ ■ ■ ' '-C'-' : ;• ■ .. ■ :<'-'y.': '■ ■ 

^p-^?^^^"^.®"^^ Foundation to bring high' schooiy>stu^^gi;^^SA^|nto science careers, forf * 

b-^T^^^^^ credited by a number ^^pSrsonsi^ a very important factor in' ^ " ' 

their, later MVeer choice of a science ^^sclplin^^tv^^ - * ■ ^ >; * . ■ : V 

iiO'- : ■ • . : the reCommendation^^:^*fc5l^S^ of Sciences' ; : ; 

•.**egardin5-^^^ minority .reseaVfhers i^\?fnadequater While .th^ej^ Vuggest *: 

rll^;' ' ? ''c rea t i on of pos t ^doc^b ra 1 tra'i n i n g p rograms % Vec ru i t mi njjr i ty sc i en t i s t s ' y'hi^^ 

W^H research carfeers^"we urge that'such- programs be^ created- to guide :andVsjjppo^ ' 

Sj^J^Ki ;' : the* Identification, development and education of minority'' students: longcbefor? 

i^ji ji- ; ' the i r careers ha ve been : chosen . * We . hbpe you can ' support - pur , recommenda t ionyi ! ^-^ ' ' !^ 

5 r ; * '^i appreciate' this oppprtiin'ity- to: appear; before this Subcommittee and ' ^ 



; ■ submit bur- testimony for'cbnsideratioif.^' fte-ve:-y much Appreciate; the effort ' v 
■ ; you have*made^to improve .the National Research Service A^rds. program, and hope 
; .you^will^cons.ider our suggestions and requests., , ■ ■ ■ ■ ! ' * ■ 

Thank you very much J '/ ' ' „ ' / 



» ■■ 



Mi-'" • 



Mr. MAOUinE/Tiiank you, Mr. Jackson. 
Ms.Holleran? . 

i;^: :■; . : STATEMENT OP CONSTANCE HOLIERAN ^ 

Ms^HiDLLERAK^j^^ Mr. (Dhajrma.n. We are pleased to have 

the^^poi^jnrit5^^ to speak ih support of PI.R. 10908. 

My comments will focus on the National /Research Service Award 
sectionof thatbill [seep. 406]. , 
■;We are grateful to this committee for its' previous action in spe- 
cifically incl.ucling under the NationakResearch Service. Awards, 
authorization for pursing research trail«TJgA.grants administered by 
the Division of Nursing, Health Resoufcds^ Administra^ 
. The nursing research, draining prbgraitiMiadf suffered seriously 
before that action was taken! However, with that; authorization arid 
the congressional appropriation of; funds, the J)rpgram* lias been 
'rovitalized.-For-^exaniple,4t-was-possible^to-a^ward^^^ 
fiscalpl977'compared to only 12 in 1976. ' . ' . ; ' 

XKe.interest of individual nu^rses and the commitment bf the pro- 
fession to pursing research for the improvement of nursing practice 
an^d patient care lias grown tremendously in/recent year-s. The num- 
ber of nurses pfrepared for research related/to. nursing has increased 
. f roih a mere handful in 1955 to more tl^an 900 in 1972: and some 
1,500 today. , • / ' ] , ,;,^.v/-. : 

In its 1977'*'reportf the National, Academy of Sdences'^dojSfmittee 
on a "Study of National Needs fo^r Biomedical and BehaVibral Re- 
search^ included for the first time a discussion of the need" for ad- _ 
yanced training in the area of nursing research. The report affirms 
. tHat r "Nulling research is properly regarded today as a distinct area, 
of scientific inquiry!" \ ; - 

, Nursing research focuses oh the role of nursing care in thje ,pre- 
iyention oi illness, carc^of the ill and the proniptiori' and restoration 
of Jiealth. This is distinct frdnji biomedical research, which focuses 
on the science o£ cure* v = ,^ • 

Nurse researchers are engaged in investigations desired to. iden- 
tify better methods of care^ such as strategies for reducing the com- 
plications and costs of hospitalization; l%cilifation. of home-based 
arid self-care in chronic illness; improving the ..outlook for high risk. 
grouj)s such as ppcmiiture infants and the elderly; and reducing dis- 
abilities, discomforts and costs of coronary and cerebral-vascular, 
problems. - V ^/ 

, Such research includes studies focused on alleviation oif pain,^are 
of bunied patients, .prevention of postsurgical infection and.care of 
the patient using home dialysis. . ' . 

In I960 the American Nurses' Association established a* list of 
priorities for nursing research, Avhich included the effects of the 
performance..of nursing activities on patient cai*e, nursing needs of 
:i patients, and nursing -m different categories of illhess,rsuch as con- 
ditions requiring surgicaj care! TheT priorities have been revised 
■ regularlyr^ - \. ^ " 

. The Academy of Sciences iii it$ report recomme^nds that support 
for predocto.rai arid postdoctoral nursing; research training a^ivards 
. be increased tb provide for ,225, individuals in 1979, 240 • in' 1930 and 
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270^in 1981. They also advise that up to 15 percent^ oftl^e funds be 
made available to postdoctoral applicKits, and we Uiink mttit is ah 
appropriate step M this time. . ^ ' ' >i 
.1 would like to call the committee's attention to the serious prob- 
lems created by 'th(^ termination of the^^Nursing Research and Educa^ 
tion Advisory Committee by HEW at the recommendation of 0MB. 
We have spoken to the unique nature of nursing research, and tliat 
advisory committee is the only peer review group for nursine jre- 
search in the Federal.Government. ^ ^ 

'That committee is. comprised of nurse scientists and nonnurse sci- 
entists knowledgeable about the field. ' . 

^no^^^^^P^^*^- ^^ ^^^^^^^^ y^^^s of support .proposed in section 
, 403-^and the stipend cost of living increases autho;azed in section 404. 
^Bpth of these changes are really needed and^ will' benefit the trainees. 

In section 40i), the liberalization 6f the payback penalty .provision . 
. seems appropriate. Evidence of problenr^s for nurse researchers to 
Uate IS hard to assess due to the recency of the inclusion of nursing 
in the legislation and the time required to complete training. As 
stated earlier, nurse researchers do stay active in teaching and/or 
research.^ • • > - - 

In viQw of the successe.^ of nursing research anddts developing 
momentum, I would like to Speak to the "Experts and Consultants^ 
portion of H.R. 109D8. The need for flexibility in attracting scien^ 
tists to government for varying periods of time is real. We ask that 
you makev this provision, section 477, applicable to the research pro-^ 
gram admiriistered^by the Division of JNursing of HRA as well. 

Y^e^^gi'ee with Dr. Frederickson^ who testified the other day that 
to have a specific number identified would be 'helpfuU We believe 
that up to five such .appointees for nursing would be useful at this 

\ ;We. appreciate the opportunity to participate in this discussion, 
and w;e do support the bill. , . . 

[Testimony resumes on p. 413.] ' . , . 

[Ms; Holleran's prepared statement follows:] 
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^' AMERICAN NURSES': ASS^b^TION 



Testimony on " 
H.R. 10908 

Biottcdical Research andJlesearch Training k ^ndmencs of 1978 
^' . Constance Holleran , ■. 



We are pleased to have the opportunity- to be here today Co speak to' 
H.R. 10908. . We support this legislation to extend support for the 
Library of Medicine, biomedical and behavioral' research and the National 

li-^v:. - ■ "^^ ■ ■ ■ .• - •-- ^ " 

Vy'. Research' Service Awards. * , • ' » 

*.■■ *■!■ ' ■ • ■«■, ■' ' ' ■ , 

I . .The Library ofr-Medicine servea both a, national and an international 

need. We hkve been concerned about the long standing' vacancies on.'Xhat'^ ^ 
f"! ^ ■ Board of. Regents and do hop^thsh those appointments can be cleared 

- soon. The inclusion of a ^lurae researcher on that Board ve feel-.would . - 



j. ./' : be appropriate. . We do urge continued support for the Library* 

Wo f ■ , -f ' ■ , ■ : ■ • ■ ■ , ■ 

I'' , H'^ grateful to this committee for its- previous' ac't'ion in 

^rv:.: ■specifically including under the National' Research Service Awards, 
' ' atftlhorization' f or nur^sing, research training awards administered by the 
■■ . /Division .of Nursing, Health^ \ 
The nursing re^arch training program had suffered seriously before 
AVf.- \.. that action was takien. However, with that authorization and the Congressional 
• appropriation of funds, the program has been "revitalized. . For example. 



it was possible to award 91 fellowships in fiscal 1977 compared' to only 
12 in 1976. - , . ,w ' '. ; ' ' ' 



, , . . _ _ . _ . .... 

' ... The interest of individual nuraes .and the committment 'of the profession 

li^^ ; to nursing research for tlie improvement of nursing practice aiid patient _ 



* carcf.has grown tremendously in recent years* The number of nurses 



• prepared for research relaCea Co nursing has Increased from a mexe^} 
; handful In. 1955 co flore Chan 900 In 1972 and some 1500 Coday. 
. ' This is a SubsCancial 'increase, buc Che number Is sclll^woefully 
snail.. The Co Cal number of nurses vlCh docCoraCes of any kind is only 
•\ abouC^.1800, lesa than one percenC of all regis Cered ^nur8es,:ln^che 
• '■ councry. * . _ * . . ' 

/;;:;/:^> • ■ . ' . " ■ ■: ' - ■ , * v. - ''""'^ . 

.■: >i ■ The growing inCeresC of nurses in receiving such^advanced preparadon r 
„ Is reflecCed In the numbers of appllcaClons' for nuralng fellowships 
: received by che Division of Nursing. -There have been more Chan ^230 
: .{^appllcjicibns. since che awards became available in Che fall of 1976 under. 
;: the .new auchorlzatlon. ■ ** . * 

■ ; '^v,. • , :^ ^ . ' x .. ^ : . ' ^, . 

In its 1977 Report, Che NaClonal Academy of Sciences' Commlctee oni, 
^ a SCudy of Na Clonal Needs for Biomedical and BeJ^avlo'ral Research Includ^ed 
p fo^ the 'firs C Cine a discussion of che heed for advanced Craining in Che 

area of nursing research. The' ReporC affirms thaC "nursing research is 
,r*! properly regarded coifay as ff^discinct area of sclenciflc inquiry."- 

■v-v>- -Try--'- .-yf-'' ■ ■ "".y."^ - ^-/'-^ 

Nursing reaiearch focuses on Che role of nursing cWe in Che prev^don 
V illness,' care of the ill and Che promocion. and rescoraCion of healch. -j' 
This is'disCincc from biomedical researcli, which focuses on che science 
of cujfe. Nursing research is concerned. uich developing Che scienc^ of v 
|; healch care ^ 'addressing Che human 'and behavioral quescibns' chac: arise 
in che. creatmenc of disease and Che prevencion of illneusand maincenanc^ 
of. healch. " , ^ 



- ,: . .Nurse researchers are^engaged in investigati^s designed to identify • 
'better methods of care, such as strategies. for reducing the complications 

and costs of hospitalization; facilitation of home-based and self-care 
'in chronic illness; improving the outlook for high risk groups such as . .. 

premature Infants and the elderly; and/reducing disabilities, diiscbnfbrts 

and.^costs of coronary and cerebral-vascular'problems. Such research 
'includes studies focused on alleviation of pain, care of burned patients,*^ 

prevention, of post-surgll^al infection and care of the patient using 1iome 

dialysis. 

/ . ' ■ ■■ ' ^ 

Nursing resbarcl? on care of dying patients has led to programs for ^ 

home care, whic^ have great benefits both'for the patient and jor his 

'family The". J^uary issue of McCall's magazine carried an article- , 

' describing such a program«of home care for children with cancer developed 

' at, the University of Minnesota, , The research team (headed by a nurse 

and with nurses And people from otYicr- disciplines as members) estimates 

that 80 percent of the 3,000 children who die of cancer each year in 

.this country^ould be 'cared for at hoipe with'the parents as the primary caretaker 

and the nurse, teaching themjh'ow to provide needed care. ^ '\ 

As^s pointed out in the National Academyof Sciences Report, early ' 

; nursine research in this country^ developed out of a*nced for the systematic J 

r ? / ■ .' .■ ■ ■■ ■■■\r --'''^-\' ■ ■ ■' '■ ■ ' A ■ 

assessment of the general procedures. used by nurses in patient carc.^^e 

/ ■ ' ■ ■ " • • \\;^ ' • 

federal interest In , nursing, practice' after World War II stimulated ' 

• ' ' *T ''■ • \ ■ i . • . * ■ • ■ ' 

research focugln|;.j^t^«cif ic clinical skills. There were assessments 

^ ■ . ' ' ' •\ ' ■ " ■ ' ■ ■ 

on^thc role of the nurse In psychiatric services, maternal and child 
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" care, pediatric fc.^^ and other;8. there was a shift* away from the Initial 
; concern, with professlonaX procedures to^'ari Interest In the rale of the i 
; » patient In -nursing care, and the patient has retoalned the focus. , 

, In 1960 the American Nurses* Association. established a list of 

: ■ ■ ' . /• r ■■: , ■ % : * 

priorities for nursing research, which Included the. effects. of the 

• . ■ . / ■ . ■. ■ 

^)erforinante of nursing ,actlvltlps oh patient care, nursing needs of 

• ' ' ■ • ■ \ ■ . , , . 0 * • ■' ♦ ■ ■■ 

* i V^^'i®"^® nursing In different categories of Illness, . such as conditions 

'.t requiring surgical care. cThe priorities have been revised regularly. , 

. .■'^•v,'.c;.;;' ... ... . • • • .' ' ' .J 

■i." ' pursing research turned from a, concern with the organization 

.' and practice of nursing to the-broader concept of nursing care o^lmpalnaents 
that accbrapany health problems,' such as pain and anxiety and the specific 
; jjieeds of patients and potential Users of the health care system', the ' 
, .^'^^^^^"^^^^^y oi federal support began -^o plky a major role In the develop- 
ment of nursing research ^as aci area of>sclentljflc Inquiry. . 



■ ■ J 



: Following are some of th'tf areas for nursing research that have been 
Identified In previous testimony to this committee and to the ; President's 
Panel on Biomedical Research: >v , V ' .■ 

, studies to red^e complications of hospltall^iatloB^aijd^ 

■ 1) studies to Imi^ve the outlook for- high risk parents and high 

: . ' - V:;- — -^-^ — ' 

■ i . risk Infants — ^J, , 

3) studies to Improve the health care of the elderly « 
^ ...A) studies af llfe^h«acen^^^ anxiety, pain and - ' ' 



stress 



5) ^studies of adaptation to chronic Illness and the development 
of self-care systems p ♦ . 



'V''; 



techno logical develofrments In patlent\^are . - ^^ ^ ^ v ! 

•■ ■• ••■ • ■ ;■ • ■ •, ■ ■ ■■ .■ .■■1'^- . . ■■■•■"'w' ■ ■ • ■ : ■'.'/; •■' 

7) < Btudles of effective Intervention In conaunlty* mental' health 

.•settings.' " ■■.:.f%l 
The ANA Commission on Nursing Research has since made some additions ' ^ 

'C. ' \ . ■ ' . • ' • 

- to .these, -priorities:-' ''.^ ' - ^: * ■ ■ . y ■ ■■ ■ ' 

.* 1)' studies of 'nursing Interventions to promote health • 

2) studies to facilitate the successful application of new toiovledge ^ 
^ to patient care • . » • - 

3) -studles^o define and delineate heal tfi states " V 

4) studied bf addictive and- adherence behaviors 
: 5) studies df under- and over-nutrltlon ; 

'6) . studies tb evaluate the, outcomes and/or effectlveneiss to , 
». : consumers nnd providers of different' patterns of delivery 

^ of nuri^Lng ^ervlce^. '<t* ■ v^. : ; . >' ■ X '.^-i;.-;; 

: The. Academy of Sciences In Its report recommends that support for ^. 
pre^octoral and post doctoral nursing research training avards be : T^^'T" 
Increased to provide f o i 225 Individuals In 1979 , 2A0 in 1980 and 270 Id' ' 



.r 1981. : ^ They also ^dvlse that, up to 15% of the funds be; made available ^to - - 
^ycBt doctoral' appr llcants, ja nd ve thlnk^ that Is an appropriate step at' * 
/ t^l^j^lmc^^^^ \* T; . . . • : 

'Another. significant point 4nade, In -the Academy: report Is In regard ' 
:.. tp the market, fot, nurses vlth 'doctoral degrees.^ A reported survey 
shoved that employment opportunities for doctorally trained pcople''vere 
abetter for nurses than for other biomedical and: behavioral scientists. ' 
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Pc'i f^^ '^^^' ^^E P^*^^^' of 'the nuriseV held ^oslMoiislJ^^^ whlchj- their^^i^? 

rf..^ cpniidered tho^^^ ' 

'l^'ir! ' '^1^ other bloSSlcal and belfavioral csclcnt^^^ * - 

.^^^^^^ received more federal training .support. In ■the' f iJSt • . 
t.^^, y.^^.f^' of graduate school than: In later .'years. ' Fotty-one percent , ^ • ' 

'^^.lic^ ^ In their fourth yWr ofVgraduate - / - \ 

|; l;«<*??l! : ; Approximately 60''perceut of those vho received 'any • federar' ' ^ ' ^ 
kiS^^^ such support they Would inot . have ic^^^ ' ' V' 

^^^abie tov finish their 'doctor ai'p'rogramsV ' ' 5^: y .j 



f " ' : i ^« -would llk^ to.call the committee's attention to the serlWs 
'00-^}^' cheated by t^je termination of . the Nursing Research and Muca^^ 

l^^:*^^"?!^^^cptml^ 

pf|.^0' the, unique, naturey^ 

^ '^t^?*-; S"^^ peer^ review gtoup foif: nuVslngXeseaircK gwefnMft ;^ ^•*': ^^^^ 

fe^*'^^"f ^ ;tof biomedical' research j reia'ted . to; disease^'Tlhey '^^^^^ ■'cOTp-rlaed:-: - ■ 

I j^lte ^beli^ve ; that Wsl^ 

Aspects; of health care, which 'is ^tlje 'ViursiKg reseir^^ 

I'i v ! ^® -Health kesoiircM': Administration fEduca^ion ' t^^-^^l^^ 

V'i .Aflylsory ■.Committee mrabers have ae^ed a^ peer reylewers ;to 'tlotli'beg^ - 
and experienced, nurse researchers' by " screening 'and evaluating researich ' ' '/ 




f Mi\-MAGTm you. t 

|g;eliminating the institutional grants r and^Jfatibrial Researclf Service ' 

inwards"?:!;: _ 

||:fpMr3MAi^ 



ivM:V^-*v»*e«3*ia,^ some ;oi/mis[is nistoncal^)dLt Jgoes back to; the'^reyi- i ? '^^>^ 
I ;:all' scieiice 't^^ 
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,^ . OT ^e&i^liiS &cU^ in ihe law as "health research or teach- 

combination thereof in accordance with usual patterns of academic 
J|^>^eiimloyment/Vsecti<m 4^ ( : ; ^ ; / : 

[ (c): Olieprograin director of each inigtltutibnal training grant choosing fop- ^ 
v;::V;:"on A shall furnish to the J<riH. on July 15 of each year the name, address, and 
^:<:^:^^^^^&<itM^^ \ research; rprkctice, teaching— of each program 

{i:j;7;graauate. for the ; previous 5 yea^^^^ o - 

Ifi?!; <- S ( 4 ) ^ ' NIH : shair; moni tor ^ery \ carefully the information fui^nlshed to it 
■M'f:|? .assure ; that each program places at- least a majorih^ 'of 

; j; t:i .it s gradua te»;on the average in resea rch or teaching. ■ ^ . 

place the required nmn- 

p^^^^^P^i^^^^^o^^J'i research 6 the number of • 

Of supported^ for the remainder of the award period. The grant wiU not 

("be renewed if thir^< flVPrn^P nnrnHbr- »4>a^nn'f AO A«.4>A-twi^ .^»^->.v. . ^i-<^ — 




ii^^^ panel is composed of four panelists, John 
^ir A^Timoiir,^ librarian, iHioirias. Jefferson U]i^ 

;^^behalf^:of: the* American Library Association ^ Nina W- MathesonV 
'l^^i^^^^^i' - Library, Gfebrge Washington University^ 

iL^®4ical Cen^ on behalf of tte %dicalXibraw Associati Saih- 

ia lCarolmj^at; Chapel: Hill,; on behalf of the ABSociattiori of i Acadeiiric^ 

Directors: ^and Alfred N; Brandbny idi- 

i^|?^{MAraE^ is alLriglit with you, we woidd 



'i^f^*^^°J^oc6ed;m the order that we iare sitting around the table^^;^ 
M-rMrJ]^ That is fin(i with me^ v "^~i ■ :^ * 

i;i ! il^^K^ BiBHAET'OF ASSOCETA^ 

IIEW JERSEY 

ill ; JIAI^ ; , , - 

i ^ry^^n^TH3^bN. My name is Nina Mathesoh, and I am the director 
- S? - i Sciences Library at George Washington University 

ilJr^-JtP??^^^^ ■ bere . in Washington; D.C. I am representing the - 
^rc^Meow^ u ■ " • • ■ • - ^^ 

|[;tlM3? coJle^ and Mr^Timour^ 

ife 5Mfl^r jseclprs^within the eexieral health: sciences information com- 
BJ^S^y^??*^ *^^3^TP^^^ :speak to those sections of the legislation with 

concerh. is, with the iresearcK arid Te- 
iHf:Sp;urce,sectiOT^ '^:^:-'„ 

M ||li^e|have;l&achii^ formal stateniehts for the record, i and V j 

||ui;;iVie\^loM 

i^lgvert : from! the testim^ rsM>:r\' AifO< 
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ll^fjintensify the-eiff6rts;tp^grade5 tl^ The program has b^i^ i;;/ 1 

fStcpnMsteiitlyi^^ 600 institutions^ir ' 

M ^l yet^thj^ that are really ^involved iiiE^ 

|0informfftipn;^^d system. I ani's^ recognize; that it is^nbt r:- ^ 

if^ i P?^^^® ■ ;nij)unt a; research? jw'bgram^ ^or eyen^^ 

1: ^J^^t^P^tl P'^idi^S ^ supjportingi^ irif onhatibi systiwn. Even in ;the ' ' H 
v9?iig^^!^;^?^ mountains : of materiial arrives' every; |dayi ybui llive v ] ''■'il 

who need ^: 

t ;>,-..|,: : T7«. -Jtj^™- -~ — — ^ v..-^- vUe Medical ' ^ i 

in^ljibrary: Assist^ essential; to support our natibhal ? health'irv^^K 

i;i:j;9P3ectivesviWe 

{|! : y^ar : extension iwbiiid be the minimum needed. We wbuld like to ' 
y see dramat^^^ nec- 



:$lTmilUonin ^ 
: Thank yoix ifpr 'the opportunity' to tell you about our concerns • 

: [Testimony resuhfieso . . 

^ [Mrs>;Matheson's prepared statement and attachment follow:] 
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." r :H I NA;W; :MATHES0N. DIRECTOR 
PAOb H IMMELFARB HEALTH -SCI ENCES LIBRARY . 
. ; 'GEORGE:;WASH,lNGTONrUNiVERSITY:. r 
;\ / ^^5; .WASHiNGT6N;;.D.C^'/:' 



■REPRESfNTiNG. 



: . . '■'■^ • iHEDICAL LIBRARY ASSOCIATION'- 

Hrl' Chairman and Members of ,the\Co»»»nl ttee: ' 



^ •4; J jr^ M ^TaT Assistance; program' represents^ col laboratl^ve. : j '^•■•^yl 

^^1^ r t s . betvihceh t he hea 1 1 h s c I en ce s n b r'a ry xoiwiiin \ ty rand ■ t he Ha 1 1 oni I j ,„ t f t: 
/Library of; Medicine to develop facll Itles 'and, techniques for/ dissem^^^: ^ 
- y : Inatlbn* and "Se^ofr.hM This program needs > 

V ■ '[ Increased authorization^ and appropriations .for. the following purposes:, to'-. 
^j^'P^^ii'.-^award 'res procedures In blomed leal' and 

^'"^>.vj/ -'-^ ^eoHli information delivery; to: expand' tValhlng grants to emphasize , ' 
: ' : sup^ training heal th sclente 1 ibrarlans' tO' uti I Ize modern rtech- . 

V , ■ ■ : : no i og I cs Intel ecbnniun I ca 1 1 On , * compu te r sc I encei and ' a u tonia ted ; 1 1 b r a ry * . ' ' r: ; 
' ; techn i ca 1 p roce s s I ng"- sys terns ; ' ; to ; sup po rt e f f o r t s to deve I bp the hea 1 th 
V, science Information-network to the point ;where community hospitals , , ■ 
/ / : and heal th care Institutions have Immediate access to high-demand j.. - 
biomedical^ Information; and to expand and .Improve', services of the ' - ' ] • 
. . Reglonal . Htfdlcal Library program. 

. i' ■ • IHPORTAMCE OF TME 



.. There are over 5 million heal th workers 'm- practice today, . 

, each type relying on health Information to perform their Jobs Wei I- 
The nation '.s practicing clinicians are dependent- on a rapid flow of 
biomedical information for the transfer df , tested laboratory discov- 
eries to the patient's bedside.- Heal th researchefs need current 
Information so" that they can conduct effective studies. ; And, studcntv 

Require Instructional matcYlals In the latest diagnostic' and thera- * 
peutic modal i ties to become competent. practitioners . 
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: '1^-^91 ^^1.^*^* ' lb ra ries are critically; important Jn ;the'-iprpcess of trans- 
f e rr \ng f^now 1 edge f rom . t he s c I eh 1 1 f I c reco rd : to hea \th ca re p rac t ! ce . . * ; . • 
i/Ithouti. an; effective heal th Information del lyery. system our, national 
health goals will not be easily achieved* r i: *. . • 

fTbere are approximately 8000 health Institutions consf-stlng ; 
af'^more than. 7000. community hospitals, over 550 colleges, . unlyersltlesX^^ 
and ' profess I ona^l schoo 1 s jwl th med i ca 1 , den tal • ■ nurs I ng ,-. veter I nary , 
allied heal thi>and, biological ^science programs, and approximately , 
•iyO meijf cal research. soclety ,' heal th care, business arid .Jndusttrlal . 
orga n I za 1 1 on 5 se rv I ng t he demand s of 5 m i 1 1 Ion; hea 1th wq'rke r s . . . ' , . . > - : • 

5 Tl^f.^chlevemcntsVmade possible through ./the MLAA» since .Its. ^. , v 
Inception In ig65ii arc,, impress I ye. ^ Oyer Uop,.grants for /research,' ,. . , - ^ 

resources, training, construction and publications have ;been , ; ,^ 

awarded; and a network of eleven regional medical JJbrarles designed .. 
to meet the heeds'of community health professionals wherever they 
may . b e- p rac 1 1 c I ng ' ha s - been we 1 1 deve 1 o ped an d es t ab.l I shed . : ; ' ^. . ■ , ;\ ^ - ■ 

^ ■' ■ ■ ■ ■ . ■ ' . ■■ : , 

; . ' T^'s Is. not good enough. .This ;ls .the time!, for^. Increased, efforts . 
for Innovative .resourceful..thInklng and trials of new approaches. . 
rfe are told we are entering a new.-era: the poSt-Industrlal revolu- *. 
tlon has begun and we.are Jn,an-Infi>pmatIon-age.- .Our ^technology, has,, , . 
sutstrlpped our wl ts to use arid, apply it.*\ Our-^health llbrarie^hould , 
be-! In the forefr^ont work I rrg to advance mod lea I, .and related .scl'cnces by , ; 
siding the dissemination and exchange jof^^screntlflc arjd heal th Information.. . ! 
3ut our health libraries are struggl ing to keep pace In the face of], budgets . ^ 



4^8 
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1 tha t a re ;ba rel^ us ted ' to a 1 low for :l nf la t lpn\ ' The average med leal ; Book'. 
J c»st^$l8i92:'! :i9l77:AU,Year|»oW p'.^^ 

' I nd I ca tes book p r I ces cou 1 d '-qo. up by 50 - 60% by 1 980 . The average p r 1 ce b 
} per Tod 1 4a Is continues to Increase Inexorably, from $42.26 In 1974 « 

\^Jn,1977/:;; v-^-^>v.- ; • : : ■ ' ---^ :;.-( ■ :/^'-' ' • ' ; ' ■; ■ 

The purpose of the HLAA Is to, supplement, not supplant* loca^l : 
i ; fund I ng . and p roj ec t ec 1 1 v I ty ; yet It has-been , hwnpe red I n recen t / • : 
." years 'by ' low. funding levels. \ i Thfise have Vesul ted -In , or contrlbutecl 
• ♦ ; n>o ra to r I ujBs^nd , t eirml na t ^ 

i < w^lchl^re so • Inst^ufoental In achlevl ng the progress to date« ':' '.^^ 

|nf latlonj^ of ;courlB,.[h^^^ efipeo*' oip Inadequate ; > ^i.; 

> fund I ng * ; For examp le*;^* I rig 1 970* as the' base : y'ear arid 'accord I rig to' f ' ■ ; 
^ average. consumer price Indexes for medical j;are,^^JjltAA'-al Ibcat^ 
: I n : 1 977 shou 1 d have ; been : $ 1 0 ^250 , 000 . Just to keep wee wlthi Inflation. 
' ;The[actuai:1977:approprlatrM was $8»000,qoo.' /f-'-^-^-.- ; * 



From 197V.; to 1977. the funds 'appropriated constituted only ; ' 
.'35t of 'funds authorized^ :|:lt Hould appear that less ^than- adequate 
attention t been accorded the o^lglnaj congressional Iritent In 
estabi i sh 1 ng 'the author f za t (on level s.* At ; the' beg Inn I ng of each 
year ; approximately 68S of aval lable if unds are usuaTlyi,al ready; 

: convn 1 1 ted ; to on-go I rig p roJ ec t s , ' 1 ea v I ng on 1 y : 32S , of a sma 1 1 appro- 
prlatlbn^^for'-n«w:.lnltIat lyes and new awards towards Improving the 

, transfer of knowledge fromthe'research bench to practice. 



r ? .Resoufce grants arc- an .Important part of jilAAI, , Improvement* 
grants; emphasize hospital 1 1brary ^consortium deveypment.. The , . 
rU';:-:' consort I urn grant program encourages better;servl^, particularly ^ 
u^u>V *ln:unde*rserved areas: and to physlclans-ln l'soU't'ed situations! HoweveD^; 



clans in ISO uted situath 
I. base searching jnay be> ui 



hiiv);^ easily and reasonably 'obtained, ^ Information tran^i 

does'i not , take place- < , / - ' . • 



y r : , f •■■ ' An examp 1 e o f .a rcsou rce ■ p ro j ec t - g ran t wo rk I ng , towa r^s the , : " ; ; . . • 

;,:*same object l^ej^s:a cooperative ilnf^ I n/Mt.. Auburn'.; , ■ 

}:i l^^^^^^ .':;Cambr I dge,, Massachusetts. jvBeg Inning. wlthy^ resources^' \. « 

••^ = ^i9f^^.^*3^?'300--bcd:con»nunlty,J^^ :the health sclence col lections;-. ; - . 

; : fi.;of.:slx rlocal publ Ic library systems were strengthenedjand 1 Ibrary • • / • 
j^^;^and lnFol^^t^on services are being provided/to health practitioners" 
^i|r.;such as ;phYS I clans, ^'nurses, >phan»»a cist s^^ let I clans, . 
f\ , ^ hea Uh p roy.I de rs who' had no effect I ve^acces s'^ito the > med • ca 1 ... - - - j 

!■ ; \ -J.I n f 0 rma t ? on .sys tern. ■ The illAA ra n t/p ro v i des . funds f o ro adm I n I sr. » • ■ ' '-^ v U 
l^if^;:trat I on ,T^ for .training of reference 1 Ibrarians In publlc-l Ibrarlesi- r 
■- r; J n : o rgan I z ? ng .a nd access r ng hca 1th I n Fo rma 1 1 o n , ^ and To r rea ch i ng V > 
the . 5000 non-aff I Hated hc;alth providers ln> the area. The LIbraVy 
? -■.'.Services and Construct I o'n Act prov I deSv funds For resources to ImprovCM; 
v.: -. the public library health science t^Hcctions, and state funds are 
ly^.v used to Serve .the^consumer of health In format I on ^ 




y an'd prac 1 1 ca I • anS > shoiii d > be": f linp 1 'me'n'ted ■ ' "T ■ ■'■ . " ^ ^ •. "'f ;;"p' . ^! ^ ! '1 4 '^■^M 
V/f'-r: i '-C- .■ i'^'- >■ ' ' ■ ' ^- .i-':" 




, - . program: m 

Mii-'-v ' r ''■'■':Mt<^^' y:- r.:.:.',:: . t . ^ • vi .^^ I > ' ■ V . . " • ■■^;;^•^v,lS 
hais'vbarely; begun ko; satisfy 'the existing need^'-^i-'^-' i-'.-LH ^''^r' ^'i^',-: 

1^ rA Sreat rd^^^ be^ accdnipl lshed; >-Manr 




i; output ^ml crofl Im;: ,and;wodern secur I ty systfjeiiis 1 N Some hea I th sc I ences I Ibrar les- 



■'. bad I j n ■ need ^'of il'^ifitg: 



i .]:= ;f ^^^^ : ^ ted >iqu I pmen t , wo rn f u rn Ish I ngsy. an^a re 

l^-rV?'^^v_i:rTOd[eUn«g;::i-: "^^^ 'j-'^/ 7.; ■ ■ "^^ 
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_|f^f4UWthorl tIes.^^^^ HLAAls exlVtence, less ; 

Jy^^^4v{^*^^" 35; of. the $90 ml 11 Ion -appropriated have^'been for' research and 
tWtl development projects Specifically In medical 'l Ibrarlanshlp. The 
5ff'^i^r<*^ff"Sio" of ithese funds^^a range of Important re- 



; support.^ 



y -^f ^ ' r.h^S: Impeded - breakthroughs : for, IndeedV any, real i progress) on any^ one V 

^i:^w:vf of r. these -Issues; : Furthermore, becauseVof^.approprlatlonM Iml tat Ions, 

Tf^Ti u ^ ' ' ' ^ d ' \ * • . . - ^ " 

■ iPrograms^w^^^ short-term pay Vff have received negl Iglble 

; . :>'Pr<3m: the perspective that he&Uh 1 1 bray es a . 
A education, -rc^^ and patient care, and tha\ librarians wl 1 1 . remain ; 
li ; «s. the key transmitters of biomedical research U I scoverles, additional 
P4"i;li ■ funds ; to , dev^i^n^Wtand^lmprdVed commun I cat I on \ys tems need to be ^ : ^ 
- -made aval labf/c^tatlonal iy to encourage a strong ric** i-^rch program. 

U> ^ ^ \ ... • . J 

The National l^i$S«ry^f^*JedIcIne plans to* direct greater efforts 



/: towards a higher quality research program and has|ca1 led together' < 



11??^ ^Impressive group of advisors. Or.vShern»an,of thelAmerlcan Association 
l^-j* • , of Medical Colleges- has reported^ to you on those^nltlatlves. However,. 
Ilfv:. there are applied research needs within the* 1 ibrary's smaller sphere 



r .- that have been neglected. 



Of modest scope but significant need are 




|:n Intervention approaches; In tlie diffusion; . -V^^^ 



iWrP*" ' .-''."•^'•^ ' >The health, I 



[|>^r!^;1;; ; j/*'* health, Infonnatlon, delJ^iry'syste^ thl's contry Is un-'l: [}:^'Ju}[y:t^ 

llfvM'-' P^raMel«4••^Xhe on^^ Information syit^m HEDLINeI .and^he -riqlonal ^ 




pi ^ " ; ' fo«-V""°v?^'^*^'n«a?* -to' InvroVe the flovi of Infbiiiatlon Wi^' thS^nc^^^^^ 

! I , the bedside. Mr. Chalnnani;we beUeve the tlontJnuI ty ofv; thls^^p^ i :^ ' M 

^i-r ■■: : ;. v , I * important. ; The Informat Ion acqui si t Ions- process 'Is a dynamlt and H t'tle 
pFi^ J >H?<'««tood phenom^ research, training, Infoiratton del wSry; i .': 

Ill^i'-^^^ effect Ive resources maintenance arc the sine qua non'tS/ quaVl'ty health 

P^il^j >.: ! :<=«r«- rrVevrecocTinend a 5 year, renewal with appropriation levels at : ^ - 



$15, $17 'and;$20 million, 




]i f:t:^;i Number fof ^ Awards •.; i ■.• • . ' • 44 r ^ ^: ■ ^ 66 ■ -^J--^^ I i 



i,$3,0(X),--. $4,000 ^ '$5,000 ;^> i' v^ 

^"^-'125.^:^^::--;166^^>:?-v200^^''^'''-^ ■ 




; •.:.<.;:;.::,^-:t;;v.:;;|sl 
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latibntliatjhelps siiipp netw6rk;'5:Uw'l^^^r:U.uJ^ ■■'';;t-:;;'lMJ-vH^I?||f 

JresearcK andir^ 
•it! minimum 

■priatiohs equali^ -[-i^ [■ ? yj^i^r'^^Sk W i-? i!|::^S':^>^-^^^ 

^jflKegiojiali medical libraries 'comp^ (a liatiohal netj^oii j throi^^ 
iwhic^jHealtK ijif 6i^^ 

Im i madelfw practitioner in "another ' ^ 

miajbr gdals/is^^ iaata avaUable as easily ^tb t^ 

;Sciehtists 1 as to;; tliej heialth scieipd^ist ; in^ urbaa locations : JmtK i nian^ 
'medical Ifacilitie^ ; ! '* pwHj !;-i.,'/S^':"' - ' 

'vpY6u:^cai^see^:f^ listihghin tiie testii^ 

medical Ubranw 

cis; ■AJaflbuni^ Library : in Boston ;• the Golk 
^Philiadelpiiia ; 3iie ; National Library t. of in ] Be theisda ; i tl^ 



i 

m 

if 

11 



1 



m 



:tOiybe;;dev^ j r ! 

SliliiSix is^ the^ati^^ i ! S| 

ipf Medici^ -^^^-Sfi 
^beln6fed^|]ibw^ 



helpihgjtpi^subsidi^ . . ^ . . . ; , 

:|fK€«enti^^ 

granf/haw lieing placed:pnyit 

;lW7f !esp^ and : 19?8^ expenditure are:;i^ 



a 
1 



mated]atl^i757,()()0j I'^r^ 

;minion ibe deyptedUp^ rep .ip iaUp^i^tii^ 

;-reaclv.tiiei^^^ V^!- ■ ' j."--:.V-^' ■ o;^';l|-Vlv'-S:;''^'!^ 

; ^Exchange ; of vinibmatipn ;ai^^ libraries,- whidi;h^^jD^ 
interiUiraWi^^ 
iseryiceitb^ 

jfuiraslthrcg^ ^lilDraryitp pro 

Hbi^^^ percent bf th w^^ 

^i^Ib; estimia^ deal of Additional sharing gbiia^: bn 

!^mbhg:libraries.; -.^i.:^,' ' W■y^,^.,'^\:■;r : ' ■ ^'''•^^:ii-wy^;)^^W^^^^^^ 

Hi!3ye^alsd'estima^ about; 70 percent of the; total: 
loan HtraflSc lis 1^ by ^ spurces other thai the^^Nal^^ ; 

.Librai7;;pf:iMedic^ '-rp': P;i;i.::"r;TM.;-'::;^- j-^iK'v 

1;;}ThjB jr^ brings- health ^scienceSiiU-' < ^i^: 

traria together tajid = imder [uie.^iR^^ jmanyj idbpe^ ] 

iprbgraffis 
^tthrouj^pi^ 

^prbblemSi;ha^ |bajided^tpgetiierftb try 
•'cbnsi^ 

f atihg iii ^the New Ybrk-New j Jers^ repbnal libra^^^ 
j l iiGprisprtm fe 

. ambn^ the institutions and allow^members to get more iorvthie d^ 
I JH^jgibhsll medicallibrary : staff m provide^pther siervices: as 

; well They have . a role i in processing appucatipns' f or i NiM ; online' 



■ ^ 
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||5||{!S;E|iucat 
^||ffegramsmr^ 




-needed; fOT^ 

'grant^jap)^ liest^wB^cai 
f S i ,i K^^iTKerega^ Howeyeiv ;seyenil ^gapii^ init 
||f!^ fiUed^faj3d:tha 

!Q j^feact :f acilxti 
[ \ % j^iTKes^ IcK^toi^Jjtpp^ ^GibyWo' tKe |inedica 1 

;j|j;]:;betteivs^^ 

jillj^J iSEif 
ijilprpgr 

|i l^'aretnbt j^e^i^ a J real i outreach ;pi^^ 
;v ^ ; knpiSjle^ cif 5 tKe;,f ai 

'-r-i;i^;aien^throi^ 

; ; needs f expresse^^ tiiei Bealtli^ iare^iw 

I ixiustlijl^^ 
:;,(^r;A:ssistaiic 
aI I : landfaiithbnz^ 
;v k^l7i?and^$20|TO^ 

: its;4fcneeas^ tb^reach 
• : ' " i Thank ypii 

! iMiv MAGtniffi^Thank you. 
. j^Mr-^^Tiiapurf rr-,^^ 

i ; [MrJ' Brandon's prepiared statement fo 




tdy ; iintramed 

(ievelppihg;^ 

Ific' problemi!We'i-akb^^ 

Letprbgraml ihat^ he^dc to ^e|| | 
e;: with the additional jiundS jJS 

the ^ existing^ interiibrarpi Slj 
si of ^materials 
teithe-'stiarin^^^^ 
branans: to^ 



UUibraxy 

taliUbrarie£iiisjSg:t^ 
lemare ^ ajh^ ^5PQl that|||; 
[iitbjihaketthbse^institi^ 



d^1?3^; the^ progiM^ 
iimiimty,':;a;dmtibhal i^S^ 
:t^t^ttfe;M^d^^ 

idi thkt; bbili!^>prbpna1ib^^ ^^A 
thm^ 

Eul:within;its fi^ 
itsuiiOl pbfentia^^ ; h r 
ance tor 

lows:] 
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i>'t}tf>tion :serYic«s: axe provided ^to health practit loners. >lsince/ the^;f irstViRegiOTals; !;^^ vr>*{^^^^^^^ 





$^}lt:^^R^;ld908»-\the^BioB»ilM^ 




located at this Francis a/^ cbuntwa/ ^brory of >te^ ^Harvard University;^ Boston; 7 1 r r^^* 
the College of Ph^ Philadelphia;: the National: Library of Medicine^! Be^hesdaj^ '.V^v^. 

V<r;J.thefSihiff»an Medical Library » Wayno State University; Detroit;;. the A; -W/ Calhoun ^^^'^ V 
%i .-rficdical Library'^ Eiaory University; Atlanta ; John Crerar' Library ; Chicago ; Library"' ' r 
r?(^*vOf. Medicine,.: University: or;Nebrasl:a Hedlc«il Center;* Omaha; ,University:tff .Texas;''*- • • i ^'11 
r^jit Health Science' CeVit'erii' Dallas; tUniversityrof. Washington Health Sci«iCM^^l4braiy " 5- 
i.g«rf:rSeatt 1<; Bionedical Library^ Center ;f or the Health Sciences ; University of California 2^4; 



•*;f.v5'.v:.'.- - •• 



■■mi 




: ^J^ceiU aimual! expendituw^^ M«licki Library; *ProgrM=^ 

H ]j^fnVR«iion«li Msdlcai Li1>rary;Sorvlce to: (tote;i Iii i^ 

*?'^f?^??i>^PI»^ Progrkw; ' in' 19^^ cio^i : to';450,00^ 

^liH^Tl*^:;*'*?:^^^/^*'*^^ :a Buch greato^" Vat o; than -c^^ 

l^J'f y^^f^fS^**! ;<Mrr«[it;ipprbpriati^^ Midica^tijSra^ 

i V^^*^'^' '"^^^ ' ^ Jersey 'there W ;nineiubraries :tk« ^iS^'v^ sl^i 
^^f ^^f^^**' J*^^^? r BetWeen June"l,h974 aridlit^^ ili; 1975 thw 

i'^^ ii^T^^j<^^Uw*: M7;2S4:;ioans; bu^ecei^d fiuiding for !82Vs35 '6^^ 

> V.:,- \, i-i,^.:»-*!-<.;:rr 

U;l978-Juhe: u-^^977 a':totarof i22^227?loai^ 

li-^f^^J®^-!®^**^^'**?*'?^ ■':And'a''g«at;dealioffs^^ 
M ^lrig^is ao'iiag^pnlaBoi^g^j^^ 

iw|estiaate;thit.abo^^ of^the total interlibrary loan^^^^ 

■"sources otiwrjthan^thil National Library of Medicine, rc^^ 
ly port f or^ this service ^is' isssentiar to tpforwation txawfer. . It 'ii j i,ipdjiiiii^ha^ : 1? 
t : ;the nurse working in a 75 bed coiamtmity hospiWi; o clibic have jthe soiae V ; i| 

: ^0 ■•^«rials -as the rcseaTChef in a aajor »<JdicaI center- i T^^ - j ? 

..jpwyidesrtJie; access,' ■ . 'f;^'' ''iir^ r^?|SiV" 

1^ : j.V Regional ffediialviibrary piograi brings health sciences; Ubw 
fe«nd Wider* the^wiL" iaj^ progrias^haye^ devel<i^^ V Libra^^ 



esp«cially thosa in .hospitals, have been subject to severe budget restrictions. 
Out df necessity and with the help of the Regional Medical Libraxy; consortia dr. 
local sharing arrangmsents have developed. .B.*' working in groups, libraries can 
cooperatively acquire naterials to be used by all. An example of such an arrange- 
aient is. tha Consortius of Hospital and Rehabilitative Geriatric Enterprises or 
'QlJblCE.v' The consortium, originally set up with funds provided tinder the Medical 
Library Assistance Act, works out of Mulhenboi'g Hospital. in Plainfield,. New Jersey. 

■ • ^ : - ■ . . ■ • 

An audiovisual center was established at the Hospital to provide resources to ten 
nuking homos, in the, a«a. . A^wut 100 items (16nnn films, fiXastr.ip cassettes and 
:projector5] are available to be borrowed by, nursing home staff as needed.'. Nurses 
and nurses aides as well as .Housekeeping and security staff members' have been, 
ttsing.the joaterials.. Calls, to the hospital library can' also be made to obtain 
answers to other questions that« arise In the course of a day's work. 

. -Regional Medical Library; staff members provide .other services as well. They ■ 
have a role in processing applications for NLM on-line data bases as .well as. in, 
■providing continuing c&cation for data base users. Educational programs arc made 
available to librarians: working in medicalVschools, research centers, hospitals 
• and community agencies. Consultation services are available to those setting .up 
:ncw libraries, ' developing audiovisual 'collections or needing-advice. on a particular 
tprobl.eml" Grant applicants cmi ^ to the. RML for '.assistance^ i . . - 

\ y - . Several gaps in the /program need to be f i lied , but this can ..only be done 'with : 
>:additijQrial funding . for the program. Regional, reference services that parallel , 
the f <exis ting inter library loan network need to be developed. Lists vOf materials 
/ayailable.in. each area need to be expanded to facilitate the sharing; of resources. 
Ahd, although there are many participants in the network, additional funds are 
needed, to make .the program more widely kno»'n^to facilities that do not have pro- 
fessionally trained, full-time librarians. * . 

. ■ ' -. . ■ ;■. ' • ' ' ■' ■ 

. : Tiie . existing Regional Medical Library Network provides the'^framework.for. , 

■' '. " ' " ' ".,',■.'*'*■' ' , .' . '. ■ '■'''*'' 

provision of information services to health practitioners. . But in order to • . 
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?r^j^ff**:*^* established by the ProgPai^and the needs, expressed liy the healiih 

r. caw conmmiiy,; additional funds nist; b^' k^e , available. A.^is iiillion authoriikr i 

.tibn for Medical Library Assistance Act program is a bcglnn'lng. * : r / 
; Vn»anfc you.fc>r^t^^^^ to present ^testiwmy: >i wi I jl b^^ pleased to 

\an$%ior.«iiy quest^ns »nd provide you irtth ijditlooal infbriwtion. ♦ 



•lit 



:3# ■■ 
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OTATOMEOT OP JOHN A. TIMOTIE. 

Mr/TiMoUR. My name is^ I am privileged to repre- 

sent the American Library Assochfctidn in support of a 5-year ex- 
tencion of the Medical Libra^ Assistance Act, 

/. I would like to summarize very briefly .the reasons for the Ameri- 
can Libraiy Association's concent thislacjt [siee p/ 436]. The re- ' 
^cnal medical library ; program funded through the Medical Libraprv 
Assistance Act, as.Mr. Brandon pbinted out, does, in- fact, support^ 
" unaflBIia^d health practitioners arid studentSy so that those, who are 
npV. now in institutions providing library; services, can go to their 
; library,;arid_ can access/ thfoug^^ network the material relevant 
to their studies, to their researax'luid to their practice.^ 
■ Second," in the field of consumer education,, public libraries need 
not acquire vast amounts of health science material, most of which - 
is mach more expensive than the general run of literatui^e and in- 
formation. ♦ 

^^i^They can access on behalf of those people, who are concerned 
with ; health and health care for their families, material .relevan;t ] for 
their informational needs directly from the* medical library network. ; 

The last^point that I^tyould like to make is that through the con- 
sortium development, different types of libraries have comeltogether 
and begun;: to* discuss common problems,' share irifonn^ion, ' and, i^^ 
faet, cooperate to an ; extent which, they have not dorie^ before, '■. 

For example, in my own State of New Jersey, Rutgera!;^ 
School is attempting to create a. South. Jersey . Medical :Sch'(^^ 
: out walls. The hospitals concerned; through a Medical Library As- 
; sistance Act resource.grarit, created a consortium arid begatfto share 
{information, ;be^ ^serysces, began to hiave^and ^initiate . 

■ .dialog; which rW^ at least in part, contribute to the success i ot the 
;^medicaVschbp^ : y ; ■■' 'v'' --^ v^' ^ : ' ■ 

; In t^^ city;i of Kpckville, Conn., where J \?^sbef ore comirig; to the ; 
Philadelphia area, a Medical ^Library AssistaricesAct grant to the v 
[ Rpckyille General Hospital enabled them to establiish^ibnltheir/ bwn^^ 

■ irititia,tive a reading list in the physicians'Uourige of "book^^^^^^^ 
ilpriate to the layman in treating cnroriic diseases like em^ysemai^H 

• cardiac problems, and so on/ / ; : \ k ; 

\: ^'Thiie reveiwed by the physicians for theit^cliriical^andj;} 

appropriate conten^ In turn they were recoriimerid^ for purchase by/^ 
the. public ■library where^they were checked but* to t^^^ 
piatients on a prescription basis, much as drugs arexprescribed for 
those needirig that^particular therapy. • \ ^ 

; Li conclusion, I would like to rceniphasize the fact tl^i^t the Ariier-; > 
; ;ican Library Association is in support of the Medical Library l As- 
sistance^Act and would recommend a 6-year exterisiori simply because- 
iwe^are! facing a White House Conference in 1979, and 

• time a disparate l^brary^^^g^rs'^and librarians w 
irig togetjie tb mscuss common proW 

^photocopying^ provisions of i the new copyright law ^ill be 

: ;iri ; 6 years;.; Those; two factors, ^ve [ think, vvill 'cpri tribute W riia]^^ 
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' Philadelphia, Bennaylvania 



f^::v^7 ; . . - . Subcoottlttaa on Health and the Envlronatnt * ^ ^ 

j^fiL- ' , . House -Coanit tea -on tntaratata and Foreign Cofloerce. v • 

/ . on HR 10908 . . ' '^^ 

i[. : , Biomedical Raaearch and Raaearch Training AiMndaenta of 1976 

?i;v ■ '• ■ March 3. 1978 y ' V 

y.;"--*-..' ■ •■ . , ■ : ■■ ■ ..; ..; , ' ; , . , ■ 'r -y'-^i;^ 

Ky name is John Tiaour.' X am Univeraity Librarian at'IhooaaiJefferaon Univereity V ' -^^ 
1^1. in; Philadelphia, the largeat private iwdical achool: in.the country.: Aa an K»dta£e'r'y<:^0''v>-, 
':y . health -aciencea librarian, I aa pleaaed to be'here today onibiehalf ;of. tJie Aaariciin : : ' ; 
y;^^ Library Aaaoci a tion in aupport of extanaion of .the Medical Library Aaaiatanca Act ^ ■ ^- 
.;_/.(MLAA>.. ■ ^ A ' . ' \ . *• ' ' 

: ' iijiy^^ Congreaa : enacted the Medica^^brary Aaaiatanca- Act in 1965 it recognised \ 
;j...>.V the vital- pub lie : in tereat in affective and tiaely delivery of health' infonbation.^: v-^ ' I:^- 
't'j'/^Xn . few, are aa :of library > and information work does the' q^mI for. quick and cooprehenaiveV; 



^'••ponsa to information . raqucg ta . occur! so ;of t eri , or have auch : direct- 'conaequcncaa ; <' ' ' . " V 

^S^^i-v 'or-.buman life; and -naif are. » '-That public ' need ''and . intareat , recognised - by the ^paaaaga ' 

I?/ *. ^'.'j/. V' ' ' - ' ■ . ^ " ' ';>. • : ^;iV,;f? 

Lf. ' Of MLAA^in, 1965, continue : to. axiat, today. '^Av ; ^ - • >K^-4 

■ • i "' ' Worthy, of, particular, coauent; ia the • important' work done by the raglonal medical 1'^^^^ 

hi^ls'^ library program. ; Under, thia program the; nation ia: organised into ^eleven regibna/. sf ^ ■ ' ''^^^^ 

-''•^-ifi '-^^'V. -r* -i:;" * ; ' ''/s V'^-f^i. 

>5:-H^">^o"8h contract a with librariea ; in : theaa Tegiona, ' the i davelopnent of multi-estate ^ r 

health information n atwor ka • and the cooperative' uaa 'pf ' raaourcea haa\ been initiated;- '^^ ^ ' ryif 
;5V;f/;r«nd aupported. Soma typical schnfl'cea of fared or facilitated by : these regions include:''. 'I^v;!; 
?f i:v V :^o™«ni«*tion systems, doc^saent ^dslivery /and intarlibrary loari;-' documiht loca-'^^- f 

-'^iv^'^'^®" ''•^°'®''**'^****» computerised reference aervlcaa, and coordination olf 'raaourca v " : ^J' 

'S%V^K\ ' ^ ' ^ . ^ '\ 

,:^.-:^>^rv'dev«lopment.^- " . ^ — : o- - '*'-■♦',■'- ■"' - ;■«•■■ •'• v' i- ■ 



: la 1976 alone,: th« regional niedlcal library .program provided partial funding j^' 



: , for :5M^ 000 ;iAtctr library, loa^^^ be' recogni»ed' thatrthe'"atet ^ andt !, ■ .1 T ;;.: 

vl v': loealVgoy .'and private, inatituHoiia/ carry a .significant 'proportion ;of ■ ' 

|i<:'.rjii(a;c^^ inforaation deliinry7(it io' eatlMtedii.f ; the tv another ■ < : 

• y.^;. 1«S. Billion yinterUbraryl^ are not federally 'supported)^ v. . . 

pi.riAe nultiyata and ! ma ti-inatitutional nature of thia network makie federal funding J ^ 
f : the^only asaured baaia for their continulxig-auppprt. Ihia-aubject-apecializcd ni^f- 
<,^'v>wrk' vlll be ;an leatential building block in the developing^ general' a tace and national ' h^^^k 
'."j/l^.-: ^infornatton netwbrkai;, y/'y^ ^ \'r-i- '-'vr; :v;v^;-':^ , '-i'^i' <^^y\i'\'^^-\ '^ i'.'^'^ 

: In Flbridai* for • inatance,; three health acience Ilibrariea ; (at Univeraity of . : Jvi . 

J ; j' ;f Florida , - Uniyerai ty of Uiani , . and :Uniyerai ty of Soil th* Florida) serve : aa resource ; : ■- : ; "-i t; 
: r ■ librarlea to give^heslth profeaeionala access to nedical reaources' regardless -bf ; - l 

I' ■ location. : Through thia Hl^-asaiated bioncdi'c«l .netwrk epprosc^ , 

erticles a aonth are delivered to Florida health .pracCitionera vfip -request items • 
y;. through their local hospitsl librsry or public librsry. Host 'xequests iere. from: ; ■ 
■ , physicians with apecific patient problema requiring reference Co medical literature :'. i f 
.;:V:^/' vhicb-' the ihoap^Cal; library- does 'M ' ' -".v • vVa--^ ■ v r.''v ^^^V" 

Under :ai,apei:ial^ldAA grant^ through the regional medical-library | «ervini':Kew:Ybrlr ^ 5^ 
e cnordineted acquiait^^ program has been estsblished. ' - It .vss discovered :.thst due. .iv^ ,; i:-:.g^ 
i / v'- to financisl; stringency many medical libraries vere .discontinuing subscriptions ';tu> ::^ 'r;V v^^j-^v, 
i<y ^'f: lesser used ^ ^to ■ subscribe ;to'!Ttw.'Ones.^;''^Underi'tltis''' progirsml ' -^-^j-^^^^ 

[/■\;^-*r-- thej-Ubraries; have-: planned ' regionally ^uho: .vlir.be' reapSniible''-'for' retention' at. .-' ;:'i;-^-iv;f 

t;-^. iij; certain -yjouttiala; ' j-lliis^p^ aaaure^" that importanC .reaourcea ■ are nbtf^lost r 

to the Jregion, .and; diet VeyVpublicationa are' avaiiablervlLthin ;the regiotiT^Vllie pur-jp 
^JJ;^ Vpoae; ia'; to ;.keep»' regional! ■*■■'•' "■; • '.y'.::-'^'-' ■. ■ -^^ 

J'^!'' >. '""^ f«8^n«l plawjing and coordination- Vlll be affected Jbyi* the 'nw. copy»'i-/0'^-'%r0. 

? ' ^ ■ f^Bht, law vhich' took^e^^^^ ? 1978 ia noc^t certain. In balancing: the; 




I, ^; rights of copyright proprietors and users of copyrighted nisteriar; the Isv places 
[ linitations on the naking of photocopies in lieu of interllbrary loan. "This may 
: • affect :the ability of sinall hospital libraries to serve their users. Your subcom- 



nittee; with jurisdiction over the Medical Library Assistance Act, seems to us to be ^ 
' the logical place for monitoring Ch? impact of.; the copyright law on medical libraries. • 
,r-.;;-Ue.8tand..ready to be of whatever assistance we 'can.^ . 

^ ;.; MLAA programs ,ha^ followed a logical progression in the development of a >" 
ppv^bmprehensivtt Mdic^ information aystcm, , In addition ;to the establishment of ' j 

I-]-': ^'^iottAl : Hedica 1 Libraries , MLAA resource grants! have been used to help improve :the ' ; i f f 
: resources of oedical libraries, and' to^pjl tab lish libraries in -lnstitutions without 
'^'^Weiffir *^is step brought health resource's' closer to the user;- and helped to -relieve , i 
the demands on the RegionalMedical Libraries. Recently,. th'e~resource improvement ' 
' 'grants ;«fnder KIAA bifve eraphaaited hospital library consortium development, -.The*" 
. consortium,''g73nC program encourages better service and wider availability of .bio- 
^— -aie4i«tt-3r^1lformation and research resources by supporting groups of libraries in ^ 
■■ institutions such as hospital, mental health centers, resesrch institutes, clinics, 

coonuhity colleges, and public libraries. ; - , ' . . ! ; 

' : • ' - - V: - . ■ ■ ^ ■' V .'^ ^ 

. A.consortium grant in my own state, involves/21 institutions, of which three • . '0 

/ . are general academic, 17 arei health' related, and onc^ the Chester County Public^ .. ■ ;, ' 

'^. Library, is a public library. Administered by the Crozer-Chester Medical Center, . /Vl 

this^is a resource-sharing project in which the materials held by. any one. . library . 

>. : are sccessib le wi thout charge to .« 1 1- the o ther s . ■ ifie two-year , HUJi '■ grant', provides ■ v . ^ ; * ; v i 

^■tttov a, project director, for administration, snd for some collection development-' in' .. '. ! >' ' ' ):^'; 

S'-":.i-"the health -science' libraries of -the consortium. , ■ ^\ ■ i ' ■ ■ ; ■■ ■ -■■':'-■'■,' 

I < Other resource grants are project grants. A recent '-'example, is an innovative 1! ^ - ' 

: cooperative information network in Cambridge, Massachusetts. Through the resources ' . - j .'^ 

; of Mt. Auburnj Hospital and the strengthened health science collections of six local 

: . public library systems, library and information services sre being provided to ^ 



i^^i;; r :-;-'Jvf> i.^'f'^i •I'^f.r -/.^^ 



hMlA prtctlti^neta tchools or. hosplealt. ^■Such nori 



provldera 



Phy«l«i«n«. nujfiM^ phdmnclfitc^idUtlclant, tiid other; heilth pi 
X. . b«d previously h«d ^ c£feetlye>ce«ti to,the{»edlce'r Infomelon.evitcm/,' The MUA 

l^jt"]- - ' r'' ' ' ' ' - 

U;f;^J^^ P"v^<>«» admiftistraCtofi, for training of "reference ' llbrerlahs In - . ? ' 

m"**"*" ficcctuis^i hm^^ for reaching ^* ' 

. 5',000,non-aff«Uted health protfidfcra.4n the area.. The Library Services and ' 
^ff;';: V i Cotwtru^ Act; p?ovidea funds fdr resources ,to Improve the* public ; llbrsry health ■ 
collactU^ and atat^B fiinda" are used to serve'the consumer of health' Info r-*v 



• -nation* 



project gtsttt Itt Kew Jersey Is called CHARGE— th« Onsortliim of Hospltil "^^ 



'if^^f^^t ?^«*^U««tlv« Ccristslc^Entein^rlses. • Ihle-fincyf^ provides; a; Ur^^ down-to-^-- ' 
d 'ivt t ««'^^!» service/' Jhihlenberg Hospital! In Ploliifleld has established 

an. a(«diovlsucr center to provide audiovisual mei^lcal ^resou^ccs to ten nursing hooiea. * 
: J^^^^ }^ avallablJ 
b«*hocrcwed>y;nurslng ho^e ata«^ needed. Ihe jMterlala have been uaed 'most Iv- 

\- ' '>■■>■-" - .'Mr^^.- - f ^ ' ' r ■ ' 

: ! i by nuwa and aides, Uut' also by housekeeping lurd security staff ; ■ Vtw ±n 

second flwi final year of KIAA funding, IcHARCB hM begun, Charging nift^ ^t dues co the 

i'i*-- ii^i'' ' / ' ' ■ ' ' I ' ^'^ .-I . ' 

'V nurslflK honeS' as a mfiAna Af icnntlntif ns' r-k*- nmii^^ ^.^ 



ii' "VTV** •* ^ means of continuing the project* after faderal vSimrfine' aods; ^ : ^ : ? 

r^yi ; •reaa and Individuals ad fer-i^erservtd^- All the \ ' ■ 

• ; ^"-i ^' : t:r.: li[ ' ^ ^ " ' ' - " ' ' * *, , ' ' ' ; 'r ; ?; . ' '^C'^^ 

/^^«wtlon::d^J^lv^;fe^^;■'^^•l^ 
V - • ^''^^'^^oftf oi>-"are .assent lal> to ; the^' con tlnuatioii'' '•deveXopmcHit'^ of ?'an' f f ' ' ^ '-(^ f-K"? 



; [«f MCtlve; health infonoation system. ' ' 

•'' • . r' , t . 

!Wm < • ' ^1*'?*;^^,". °* MLAA, as proposed in HR 3 W minimum length ^ 5 

:|4^i?f:=*^«^f:5^-»/i.^»P<»fffc«ntaibrary.-^ be. ajctanddldV^'-i;:^^©- ibairlcan' ikbrt 

S^^^f--l^*?*'.f5**°"^'^*=.'*°»«P'*^ five-year, extension.;. Ihe :pro.vtatcn\o«/heaUh'*caw-'l^^^^ 

^Sij:f.f''*?;0" ■ to the, velfm'ol the nation's citizens 'that-a- fiva-yjar; v-^i^^M^^^ 



V 




V p «rr'iA>olyed ^fto'jillow potential: 
rc:;'£;r.the no»c efficient, usel of : 



i'v, i i-M In' the'iy««r« I'ince' 1965 th* prograu I authorised /under ;MtM have denJjiisVra^^^ 

:: d.. d; ; 2v '.y >' I :•■ . . • . .V i 



Billion ■ for. FY;a979';* '■X^'^ f- * ^ : '^rOii: 
L^;$17 nillion' for.^FY 19*80, and $20 Billion 'for' FY: 1981; a» propbaed in S. 2450 ; rathe r^H ^ivl ^'^i^l'Jv r 
J-];-^than the $li,[,$l6j and $17 WUion''in,HR .loVos'. V--^'*"'-'^' ' * .\ -T' - ^ ' TV vEB 

>::i;; • •. ♦ W« recoiaaend« these nodes t -Increaaea over the-^'axaounta in the House 'bill 'for : V f ; / ?fp^ 
[f-r'.' apveral-reaaona; ; Medical rreaourcea are very ■expen»iVe/'' lhe.:1977' average ?prlc«fofp: %^^^^ 

r'. ' ' ^ -f*^'^ ^' ' 

;^v.<;a medical- periodlcal.uaa: $51.31.- In contrast' Journals in the humanitlea^./aoclal*'?^;^^:*^'^^^^^^ 
: ! 1 sciencea , ^ and ■: recreation averaged leas [than . $12;00 / Medical wtudiovlaual -ma terial a ■''{■{■ijP^ii^^^^^^ 
are'i also, expensive/ but 'of ten.flulce clear, for diagnoatic or 'educational^purpoaea 



li- something 'that • pag*** «f^»»t jCO«jld ;not «illuailnate 



4^ ■t'i-'^--'i-sL./'!l'fi 
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liiiSI/^Ameiican'College^^o^ ; 7 

lil^^^ leges: oMTura 

|: Izatio^ ^i^ft*: ^talemeht J^e inclu 

|1 i ;i rlsithere ^6]^^ f^niere being; no objection, it ; is so; ordered. , 



[The foUbwmg statements and letters Tvere receivid forlhe rec- . 
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SUBMITTED TO 

SUBCOMMITTEE ON PUBLICrHEALTH and; the: ENVIRONMENT 



OF 



COMMITTEE ON. INTERSTATE: AND FOREIGN! COMMERCE 
UNITED : S^TES .HOUSE OF REPRESENTATIVES ; ' ' : 
' CONGRESSMAN PAUL G. ROGERS; CHAIRMAN ' 




•'•'"If 



;Re: ri^EXPi^in? 'Authorizations 



p^-/^' V--:-^" " .^6 ' ■ ^ i^/^? 



if$.^t-^J .^C.M^«K and ;Members o£>the: Subconmittee: 



'.My.inaine^ ^''..Dr. Joseph-C. ; Rossr:ind^I; aro'Prbfesso^^ 




^^>£rV:irP^P*^*?**"*^;9f Medicine/ Medicalr University of sobth- Carolina^; ; ! V:,'.'! f :: ;i 

SlJiJ rH*"i '^^^9 ^tiie; President;.of ^he American jtollegla' of -C^ 
Igl^^jI'M;;?^^ P^^*^"^^ repifesent this professional weidiba'l specialty' :^ ; i - ; 

■ spciety which is composed of more than 10, OOO" heart^^Lnd aiing^'^medi^^^ 

^H^'/j; ;'■ ^ I would ^ like itoji^: take . this opportunity . to express our .gratir - v' .^^^^ 



^ ' ' ' ♦^"f^** f vnnr havi nrr a££bgded- ^ug_ the' o t >pbc t u n i-tiy tp^^siihm^^ j 



^||>-::^';On:;legislation^^^ Jextend the ; legal;: opera^ngi^^uthbri^^ 

V '^""97 and ;Bic>od>Institute;a \ • ; 

I' p>^?:f^f®^y^9^-'^^ ^%We*' appreciate jthii Nearly, ^ffbrH^ 

Pl^P^t (^f ^'^^5°^?^ ■ "^**e';^ip"^^icai I^search^a^ iResearchviTraining ■ '.v. 'J-'' l'^-\' 

f^^ Wi^^P^^^^^ ' ^°P® ;that'',the''nonwritW^created^by^ S^'fM • '^i^l 

||H ; '^of"^^°??^i°" its ;,swiit ' passage;! by jtheV V ; ^ i : 5* 

fj^lk H^".^^®^^ ^9 the;;Jnstitute -roay^ continue^^ f unctibn -srooothlyi \ : ^ z^' .'-^i- 

l^i];;*; '*^^Vtiipe that .the, operating authori^iW; ifiahdateW^^ V ^ T); 

^^|y ^jand; policies^ of ;.NHLBi;^ ; ;-V;;vi;'.v;' 7:^!''v*:'-;i;^; % 

^'/-v" more /.than :50 j years, ; hearts anid,;blob^ ^ diseases'^have'.'.;S,r->; 

PI^S; . , ^ : o^.^ de a ths : ann ua 1 ly ne ar ly thre e ; tiroes ; the^; number 'x>f' ^ deaths ^ ' ! ^-''^ ^ 

|p^n^vi:'i^;t;i}-5. i««ng ^idiseaseW :theimselyes';have ; become la ■^very:!seribuk'ip»ibiic y'^'<\y\^^'^'^V 

«tbe;;6th-.;i^adincj; cau^^ 
■ -^y^^ • ^®*^®^i*^^oiimt^[f or j TOre:-tK^^:16 oVpOO 'ideaths^^ 

Ifelhi s' Stricthd activity! In iaddi t-lnn :^nn1fii^;n'fl w 




*^ lay ; the; foundation: fair -.the ymany-researdh'-piSgr^ 

||p:r:;^^i"!^?|t^:'.^ the- auspix:es' Vf;>HefNHLBlJ^^ '^''>h''i''':.^fir'-^(:r 
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?lt^f}^^^'^-^! j:q,:"-,HoWever, • i ri. border ^'fcir^'AJnericans/ to -r^ the '-full^ benefits. .- • 

yi^^^^H'-^iTifrijm^tK 

Sr^?!:^^:Vi-to/nur projects training : : 

^]i?M:-¥i9rant8^ \ an^;' clinical i^triai^ ^iircyiprlmarily^-lo^ ; l;,/^:;-';.^- 

y^^:\-i^^6n^'^eeir^ 'the j'tiask::; of vplaniiing' ■ theise' Ipng-^ange -i^/fr^ 

;VK-;vj;'!^ictivitie^^^ ,of,^Pu'lmoha^'^.IUseia8e7-estab^^ : - • ■-■■^'M' 

::U:S^S\ 1976V;/n6w- ha8!,theviw affect ^the- diagnosis,; preyention "and: 

'.'l • . . ' • treatment of lung. , diseases* . Also , shbrt-terni" renewals ; do ' not provide 

J;; siiffi'c Ins>titi2te*s long-range, 'research undertakings ' ^ >:> 



\ to nature > to* the point where Congress can .effectively > evaluate . them. 

• ■ ■ ■ ■ ■■ ■ - ■ ■ - -'■.s^f.ri/. r ■ - ■ - ■ ■ 



T : Without -the continuity that; a three-year extension: provides ,Vr: P : ; 
. i : ' tKb/ Inst i t ute > coul d have ex treihe dif f icul ty recruit i ng; a nd. -re tai nirig J'. •, 
^V ; .-:;. highly: quali^ not: be ' '.. ^I^yJC 

;J^:; W ".willing;. t^^^ fthemselves : in short-range projects.; -1;^^ 

i vv-' above ci ted ; ; reiaisons . tha t the : Amer icari : Col lege ^ b t:^ Ches t ' {>hys icians ; '>':^ .■ : • . ■ 
Jisrextrem^ lb9p8"proposes;';that^the 

: authorities f^bl'thei/^ • '■^!;yD:;^^;^•^'y■;^^^U,:;[;o^^ 

: . f;*; However;, in, yourjremarks accompanyingV.the;;ihtrodUcti of '"The ; i'Jti 
;f;^f J:^'f fBibmedical^ ResM inesearch; Training! Aniendinents;^^ 

ij^^ . ^ ^^qual^^ied 'yburv^ propbsairfor^a ;t:hreiB-y«^ rj;??? 
in v;:^^thkty"the^;^cond'la t^ird' years of ^authoriz^ for.^thesei programs |%T|| 

; ai^B^: Included - in \the' bill- f^ tifie: puxrpose of:' receiving comments:; fromf r^';.^|i;:]; 
;i ;;J ; i^iitside .interested parties; on the futu^ 

programs . '^fj'The College sincerely' hopes'^ that these remarics (are- directed ^^^^ 
; • ■solely/.at the authorization levels themselviBs aiid are' viot indicative ; 
I: ] • ; Vp£ >fayBrlng.;S :authority.;for the J i i'^il 

■ National; ^Jteart,; Lung, and -Blood three ':yearsy ' > ■ j J'^ 

■ ; 5: * The' College^is firmly committed to the proposition -that a: three- ! 

- year extension for the. NHLBI : is ' essential '. not.' only : for the /Institute \. '-p- ■ '•'] 
. to effectively conduct- its biomedical research and prevention educa-' !* 

V: " tipn /' and control programs /- but more jimfyortantly / as ' indicative of 

Congress* unrelenting cojninitment: to search; for .hew ways, to prevent/ ' ' : ; i 
; : detect , and control cardiopulrooitary . -and ^.caxdiovaacuiar ' diseases . ■ 



3 ; 



|K|>^/Ci'S!J;'^-^^ levels, the Coilege:respectfully' ' 

llit^ S^^^^-®^^^ ' for the; NHLBI, ! FY 'igygi ' 

College; proposes an authorization of^600^ million :c)f which $50 ■ 
?f;Jy^ a?-looated to prevention/ education, and contrdl^' 

^^^^i^^'^?^ : .1980 ^ we recommend $660 mniicn for 'the. li«titUte?s .. 

5^^^^*'^^^"^ whlA '$55:million :should be ' 

0?^^,; programs. Finally; the College r^orjuests on - * 

i:^^ , authorization of $730 million for FY- 1981,' of which $60Vmiilion i . 

> ^^*^°"1^ ^''^^^signa±ed for PEC p^^^ While these figures may, 

f,^^ at;. first .glance, appear high, we note that, under' the Public Health 
li-A ^ only 15* of tihese funds may b/ allocAted to pulmonary 

-Fesearch and training activities. v 

of chest Physicians is . concerned that ; ' 
|;{| ;.:|the^.aut^horization; levels included in h.R. 10908 are not sufficient 
[;y\: - *^o.; provide for ;^ research effort in "cardiopvamonary V • ' 

v'^^J^oine. - In your- Report tl?at accompanied H,R. 4975^ last year, you : 
;;ff :jf;^PPl?M^f^ the Ond Blood Institute^^or taking : ; 

: ■ 'progriams : .i, ' ' ^■. . • ' ' - ' ■ ^ ' , ^ : ■ 

: i These programs aire: the primary means of disseminating ' 
". / ; thie public and the health ^profession • . ' 

; - concerning, important, factors in the prevention of these 

J;; .; ', : diseases an^the Committee strongly ;believes that these. 

i:!. ;Programs'*should be augmented. . * 

* ; .Our recommended prevention, education, and" dontrpl' authorizations 

■ <are consistent with this wise proposition. We strongly believe - 
; ^ \ ^h®. Institute has made^ valuable inroads in cardiopulmonary re-. 
- search.. : It is significant^ that the institute has- received 25% more 
^ j ; : research grant applications in FY 1977 than in FY 1976, It would be 
: ' research community, and the^ American 

• public which benefits from their advances, if this enthusiasm to • 
i^: : conduct heart, lung and blood reseajchj^ere met by an allocation 
of. funds insufficient to meet these challenges, ' 

" The l|HLBI»s Division of Lung Diseases intends to fund important 
• : . , research pro jects in . lung cell biology , pulmonary vas'culab: disease . 
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(MIi ' ' chronic ;i bronchitis and"; emphysema r|Pediatr^^ /pulrobna'ry; disease' ,^v^^ 
;Jgfi|;-:.-i?'xespirator ;CailureV ";'Thes;Divisio^ ly'/Sr 



will: funid[ critical proi^cts in hyper te^ns>i,onr " cere^brovMCular ^di- ^ v< ; 
seasBV; cairdiovaiscuiar disease \ ':.] i v f 
C^;^ y i: rheumatic -heart: di And 'while we are-pleased -wi^th^the' ^efforts - 1 

; of the Pwimonairy Diseases National i^search and Demonstration^ ^ ' ^ J 
i; Center at |the University of Ve^iont; it is distressing to note that c ; 
. this Is' the i' only - pulmonary '.center ■ thus far established, although 
Ji ^'C." : '* authority exists.'for the establishment of ten 'GUch 'l^gVcentersv ■ 
^r'^'^'':^ Without« a .substantially .increased ; authorization arid ' appropriation, , 

T; . there- can be, no further expansion of .these important" centers for i 
if^; -''applied research, *; ■ *v ^ '• ' t.,:', 

■r^v-. v - . Hi ' opportunity to develop these crucial research ;and proven-' , 

'•: : V : ' : ? i ; t ion , . ed uc a t i on , ' a nd co n t iro 1 . p rog r^ms in ca rd iop ul mo na ry ; d i is ease \ ■ ' 
jj;;'-:; r itf^atl hand; but . the ;ability'..t:o :^dq so; far exceeds ^the i resources^ j v ■ ^> 

; ' that; have : been; made iavqijfable^'for the implementation of ''^ the . Natipnar • ^ii-.'i 
Jf! ^> Program, The^Coilege .feels that, ' in light : of i-thei ejAenision* of ^ iv f 
V^' ^ '.i - Section . 419B 'of ' the :1972, Act which includes the -15% ; reservation of ' ' • ) 
^j;; I sums i appropriated for NHLBI' for .lung; disease , ithe^'Institute .can ; -r 

]V make significant progress in combatting :,cardiopulnK>naryl^ 
r^']/-'- ^" j.. theTauthqrization'' levels :-we; :reico^^ ; -\!'"^-/ -.V ' ' -i^ ■' : 'y^^-'^ ""y^-''-' 

: i v * before ^concluding our conooiants,: we .Would like' to express ]pur ; .i-l 
y^}- r: V; support if or two; other awjendmeuts > to the NHLBl authorities . which ; aire l''^--:., 
;;v; irbpbsej Cn H.Ri 10908;^ "^Z02 (a) of youir n«asure wuld':re(iuire ; the / 
-u' ^ : annual ^reports of the tC^iliBl .Director and the NHLBl- AdvisbtV: Couiicill; , ' ; 
yYv'i-, ■ to -be ticaihsmitted to the Congrr^-js no late:: than November 30 .of this' ; 
^^ii : "'-^ ryear. : This _intelligent and reasonable amendment, if enacted, 

' ' ; ^^^c>^ ^^e Health Subcommittees and the Appropriations. Coinnittees .: ' 
.access: to a resouo'ce i^hich wili 'be. valuable r ih ascertaining 'the. : ■ ^ 
; ■ ■ coming, year's^ legislative activities and funding levels.' ' H.R. :10908- ■ : ,. 
:•■ . also amends 5412 of the Public Health Service Act tp provide for' the ' 

'^V- :V, dissemination of information regarding factors , affecting the prevention .' 
/I; Of heart, lung, i*5id blood diseases in a' more timely and; ef£iciej;\t .■ 

IjJ.^! ^ manner. As an organization representing thousands of medical ' - 





h.T' ;our enthusiastic support * for .S 204 of, H'Jr.; 10908, which* requires ' ' 

rs ; tO; engage i in/ conta^nuing e ducat ioh :(,y :^^ 



' ^ heart / lung 



land.r blood - centers - 



programs c fos^! health . professionals ; 



ti-- ^ I . . ": 

' r ' ■ : ^ ^ ijMr »v Chairman; ; and dis tinguishedi^tembers ■ of this Subconunittee *: V ' ' - i 
1^' ' on behalf of the^nore than'-lO^OOO members of'^the American College ' " ' 
of Chest Physicians who specialize in\treating. diseases of the 
. ""d lungs, I wish to express our, deepest ^ appreciation f or j 

i your . having invited us ; to present ^our views. -on this im^taht ' ' 
.^^9i»lation pending before your Subcommittee': : Jn ^^tjj^^^^irit of 
^Imutual^cooperation. and support, it is^our hope^that you will 
;! continue to call\ upoft us. for. advice and : consultation whenever 
you think we can be 'helpful to you and thisi Subcommittee i 



i1 > 




i.. 



'Ill 



4^6 



' • ' ' 'Hairing" o£ ! tha'^CoiMl"tt€«-*on' « Study 'of lUtlowii ■ j t' i I'llP 



;/~'Cbimcli; Cooi^tfilcm on Buma Resources; Februi^ 9ri978;'-)te'^'i^ton, 'dc. -^■-•^'•^riil 

Paul wiiiUiis, Director, Minority Pellowshlp Progrea 
•{•;:KMssiBU R..^Dyne8, btecutlva Officer .^.ii^. i " . 




: - : The/ABerlcen Socloioglcel Assocletlon wishes^ to cooDend the Caantttee 
■'^^ "P^'^j *;°° Persomiol Heeds and T^minlng^ f or^ Blonedl!^! and ■ Behailor«i . ji^j^i 
r:;:^«Mrch..;-: .Our. cbniients fiere are. necessarily brief ^endjfi^ttsed 'prlxBarlly ■■;;-f |ir^|^j||^^^ 

.;.^on one aspect 'of tlw\ report. ^ ' ' '^'■■i'^-i ■ : ^'^ •. ^ ' . ' ■ ^ ; ^"^'-vi^J^M^^^^^^ 



■:/;^J:jTv"fe^-'^*".<^"ll ."P«»:t,= wc endorse the reconuasndacloh^that^ithe Federal-^-^ 
i;.r%Goyemnent; continue to support and maintain both training' grant and'^fklloifr'^^^ 
; : "Mp prograaa In the. blonedlcal and behavioral Vd'ences; : ^^In^addltlbnJ/ii '^^^^^ • " 



Ml behavlorar sciences; i In addition;- / va 5 >; -1; 
•;^:.8uppqt;t;.a 8Wch«l sWf t tpirtrd 

^ ^"■5^'<H.',f.^li^*'^"l<»*=*'*^p» . 50 progyam changja^lB^^^ * i 

I i the concept and Increased;^ funding of Mldcareer.Research ttalnln^ as ^ an v 



app^oprlACe step to Increasing research'personittl> In priority; fields. ^ ^' " 
, : While . therfi- are. nany aspects of the report; which demand close attention, 

the Assof^'lAtlon cooaends: the special' concern given in the report' to . mlnorl-^-: 
:!tle8.| ; We will: direct the reaalnder of our- connents to thlit' specif Ic Iconcern; 

The American Sociological 'Association Is one of jflve; professloMl :org^ntxi^ ^' 
' tionii . that have; graduate fellowship prograins for ' minority' students ' supported ' : v i.i f ; iiilS 
\ by funds available through the National : Research Service Award Act ; : Out -* i^^^v^^l^t fel 



■■-m 



';lP»o8r«. «lthough reUtlvely nev, .was thi flrtt of these, tniya'ue coad- 
[Vdent that we have begun to deal with sooMof the problens that ledto Ita 

'■f ■ ■ ■■■ ; ^: 




||-' ' ^nltltttioni ;;''>irhiB|lnui^er|p 'degrees ';ln ^sociology 

|||>:v(r€min«:^ifO^ ^iimch''iPote'' needs; to be^doneJ^''^Hwewr;;;r:*:^f V'''^ 

[h'ii;;[J^duHi^ life of : ttlis program ve have provided assistance to soiae 

I ^ 120'< graduate - students . : By : sone :estxaates , ; this ; Is equal to about oiie- third . : 
j j^ 'jof ; the:^norlties who^ 

present,; seventy- five' 8^ ' : ' ' 

i v ; • - ; makes, two specific recommendations With respect to the ^ 

■ support of ; the training of minorities : ( 1) .■ that predoctoral , support" be 
[ provided 'beginning with the first rather than: the /third year of graduate ' 

• ': training ; ' an^ (2) ; that ' special efforts be ' made to encourage 'minorities' ■ 
;;v.v i [to undertake , post doctoral training through the establishment of special . ' • 

j. , ; f el lowship I programs '\ targeted toward - them. ' ,He..would : like to endorse ^'tliese i : V 
;.L recommendations and to make one. or two 'additional points relating to them*: '7 
."v/ --First j ; there : Is ! an obvious need ' to ' Identify and support minorities who, are 
■ r; likely to be successful In. graduate and professional training early In ' ".r. i' ^ ! 
:v ; ■ their academic careers. . Ideally, this would be sometime during the. under-' r i-: 
? graduat<9 ; years . - Short of this, however, first year graduate ; support Is an . : 
i: : ; absolute oust, . A part , of our success Is undoubtedly due to tha fact that : - 
i: - ye have been able to' obtain a.:relaxation of the policy that restricts ' 
' : ; support. to later years. On the. other. fi^d, a policy ithat can have the : 

^ " "effect of cincelllng out much of this success Is the requirement that 
^ j . ' Support be limited to a total of'threif^ears. The 1976 report of the f 

L ; National Board on Graduate Education on Minority Grdup Participation in - 
. 'Graduate Education indicates that the median time required for atudents to 
; 1" ■ be registered in graduate school before they receive their doctorates— . . ^ 

and this applies to whites and »bn-whit:es— is'-approxlmately six years, . 
j. r : Thua^ ve strongly recommend that the Committee, notr only endorse t&e. 
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!f^(,/j.^^<1lMir«. vlll' b« f^^ntad fiMr^ apocimi; efforts' to ^idcntlfr and •ocoorm^t^quftlUii.I/.f^';!' 
r^r''<,r«l&orlti»i.' to ^undortmko^ prodoctorsl^ training - ai:.w«U*:^,1^bosbi;our.- prcirMi'^i,!..fii:i-:>|| 
vo haW eiofnflrMd .that thara !• a .sitpply, o£« calant. avallablo; to, tibdertaka, ; ) 



•ii:5;..:;-YU.;.. 



pradoctmral- traiviiiie*' ^' At', tba . tlB9"W«)'hava'' aIso::baeo«e^ awairaiof '•tha:' r^-V^* \X 

<«|'<r;\.;:-/'.i.--i.,./,' :;r;ir-.'v,;?.j[j-.. ?: rr.:, -\;v.',^'m? 

i| t y> V } cont^ououa naad . to atijailata.appllcatlOM fnm tbasa; p«reou andt to voick ' I^h^; 

r^'-!f-::'''^';^^-'-'^^'^r;^'i -^'''nlr. -l. '-.|'^-"'^'i;rv^ 

^t'lP ^ -.r^'^i-th^thaaitlufocghoat'. their^'yaars .'Ofi. predoctoralttraintsig 'iiR>ordar<'to' : ^ ;^'-'/H:i; 

m\ •• : ' E ' i ^ y. P-.' fV;,;-j •• ).';, ■ : ; ' sn*^ . .- j!-. ; ; ;• ;\ ^ v.:,--. i r-j l-V; 

m-V<U ''' lnsiira;thalT; soccaia.i.'-:,Va''^alio baXlavo.vln thla^'Coiisactlisii.r. that'ithaVASA:' y.i:l'? M'n 

m ,1 ■ -n.-; ^ irl / . • r. : :t; \ „ ' , ! --v: ; • ; r-l . I'-.Tlf .,;■/[,•:.: : Hr"" fF 

Tallowshlp:?ro8raat-«^ tha .othav progyav Bupported by 1IXltt,-:cai& aarv«;asr' '-^i.V4 



t*:?'^*^^? ^'^^ po*t> doctoral , efforts and for : sl«d.lar ']^ro8raflu!^jltt. otbar^dlsei-^ 



n'^^/f p-T ■;v;;.j;tr.(tac»^-.ta. Miliij^tttutional' gprattt .to.jiupport:;pradoceorai':t^^ '■'yiffl^'^'^ 
4)yrid:i-:.-.i-.eii e oi u ; a aa ; you-, to': support } tha eontiiiuavZlbii . oi?-' lnatitntloQaX.''|$>v^£^i» .. and'' V.-i l-:M\J:jil^ 

''f'i' ''t^^ <' '''-"-^^^Tt^ ^ '^^^'^ P'^OS'AB' - dailsnad ^f or/ iiidUior^tlca''-b9: \V:C^^ '^'■''■■^■■^ ' 

- I^'l^' C^/^<:^x*OQalderatton' vban : praVpoatyloctonl'^ ratios ava -b^og cklcvi3iX:^A'>^y^^i'w '^/-I't \ \ ; - ii" ' 
^?;''rt> ' ''-'/'r*v^ Tharis.ls.ono' flwl poiut that wa voold-vXsh' to mi^.i-^/:.'\ :^^-::^jpiii9i:t< : - ^^ift!. 
|pij(^.^'-auttasts;^ .isinn .Intafast In/teyiiig.iioogaven^^ ' ''•"!->':''>r''^^' 

i Wc«a.:iHm:b«avil(y^ 111 tha training'- of ^Bloasdl^ 

^rrrfV? Assaarchrpax'tonnoli.^— do -Jost^ xpx» iy^^'.'^ ^w^- k ^- 

'ii}i:l.h-- through 'tuition mlsaionsy'.arraiigflaants.for rasaarcK an»i^-::lwx^>t;';::;iSlBtant-'^^;:^v.r 
i^M^V^ i r ahlpsj and a vai-lftty of otbar devXees, tbHa sharing of .the «:i^>!i(^^ulrttMnittg 

:•; i.r ;: - -^.-t ^ > ■ ■ ■ " '. ■ .■;■■;■'■/.■";( - ■ : - r- , 

Li! ^ ). i ■ . *;with ^ public . 4xd prlvB to . Instltutloos . . About , ona*f ourth, of - x.^Alnaa . cosr;s -i ; j v v 
iiJ^lt' V')?'!'^*^^^^ boma by tba.uniwrsitles ,is^^oIvad«| : lr•,h|mAa|JK3.,£xnrolvaC ^^ 



MSii mm ;^tfi|!&»Hj»«:«S!H iffiH :r ?s 'siia 



1 ; ; subcommittee ; on | PUBMcPiffiAMH ^and th^ 



•"••"i't ■* 




7i 



Re : Expiring Authorizations ; 



;of ^the i 



' * 'Nati6na.L; Heart, LungV arid /Blood Institute^ . 

'.:■• .[ ,.^.l^:^■.-■.^^March:■■20;■.■:1978■::"^: \ , 
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ifiipH j fi''^v?i^5;' i.of . directors ^j:and'i the:: oiu^^^ raember ship 1 and i- 

||Jf;VlHi;their;. fami^ ■ throughout;;*the : United \.\.v)\ 

fer{;,J;^^i:|States^^^ U---'].,, "r'':^']' : i-:'!,:^'' *:Mvl:^ i^A*?*!^ i 



mx 



it- ■ 
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: On July 2 3 , J 1 9 74 the Na t ional . Di abe tes Me 11 i tii s . Re se arch : and 
; |Mu9at>on_^ctp(^ enacted^ ;^i;^^his)iliegi 

; ;you;j Congressman : ibgers/ sponsor e^v^ (increased :a^ the ~' • 1 vf:! 

I ^^^f^^.i:^^^?-'^'^^'^^^^^ ^p.^coniat 'diabet^ vlThis'^>[ct:^:«mtito 

:for(-Uie;r develop 

^Vf ^Kl^^J^i°-^v'^?;;V^ .NIH':and,!other.' FedMalfiii^nciei^i'in 

"f?*5^H^l'i'^^P!*^^y':"^^^ jthefNatioriaii'll^ 



^IfjiH'i JSi";ff fea«h.'i:j>ih^ jt^hefNatioriai^^ 
•ll'jl' ^ i-. j- ^^^f^^P^. .9" ■ ■ P^'*.^ ^^.s :: to 'formula tie.; a : Long -Bainge rjpian ■ ito ' coniat i'.i P 1 1 i h ^5'- f 

g]; L i?^?- y^ars |^go_ "after!, receiving:- tKe jrecbninendatio^ v j^-'l-' 

^ '-W l-iNCongressionai lly . creati^^vNatibnal ; Coiimi as ibn' on / niab»V ' vAii v I r«F»rii^ie«lU-i'5^, 




^."7; ■ ■ 7 f r. T- . ■ r , . 7 : "t^;% an .attach on: aisease^.r 

. ; ! a j pr.; 'and [ devastating health '■. problem \ facing !our l-N 

i - ; i . V:Onei unique; aspect :of. this .ibn^ 



:>.]^lanJtO;.comb|at: I diabetes.; You ifostered ;an ■ attacjc;'';bnfai:disease^ 

NatixinjjJ^ 
diafaletes -^is'l-; 

j its comprehe ns 1 ve ne s s ; . ; ( piabe.tes '■ mils t" be enci rcled • f rom 'every : . ': ; • ! 1 i 
; j : available , vantage- point ; ; using every available resource ;; '' In the' = ' ^ ■ 
; i ; i Heart ^: liun^ [ 

tUnnoyative; leadership of Drl>Itobert Levy , we l&ve -one; iuch iyi^a);j ' : 
■'r- resource".-to;. combat'* diabetes...^ : '. ^ \ l^i'^';'';-''' 'A^ Vv \ 

■ ' • [ ; ^^^H^^^ asibeen-^ouhdi^y-.the~s cient i s t s-^io-i be- on^^f-the^r^ir^^-^ 
: ' i:^?"^ major causes ; of heart; disease'. \ : The majority of diabeEic ; ' • • : - : . 
; ; -deaths are due to: cardiovascular, disease!. " About 25% of diabetics ' 

;.- a^e! under: treatment' for heart disease. ; Accordingly, the. Juvenile 



m 





yi ties i.o f ?i/thell?a tioM i Hear t;,!; | ji;|bv| 

-?J^•/;^^a: bill which - provides .for ;a threeryear.i extensi^ appropriations' 

■)v^'V^''};j;r;^r'-- ' 'i:" ;;-? T:-:-^*V '•>'ru.;"^'!,/-'-;-;'-'\;-i "-;->';T-i:' ; ■■ '■■''t' .i' v-.> 'i -7/:i^vt•:^■''.■■I■^■^;'■!;ut 

fg;i;i.;aut±bri2iations for} the. NHLBI .; ! The 'Senate count erpar^^^ 

• ?V •^''•^(iS I> 2450 ) * provides ; only 'a . bnie-yeair extension i of authorizations^ for ;■ • vi^'T'Hv'^^ 
:^^^'^y;•thifi^vital: Institute, jpF ; considers; the three-year r extension ; as/ r; -, « r ;>>v? 
f )■ • the; essential' feature of this ; legislation .;; ! i 1 1 1 'is indicative of strong f^^^^ 
rpohgr^essional 'suppbrt f or ; thej -Instd tut^ [unstable; and \inprer, ; J' ( ; J 




i'!^fikli-5^^:?i^^lth^ : extension' for|: .thejNHLBI;,^ ^j.^^i 

■f^!:^ J jDF; cbrisider^^ ItlieV authorization "levels provided <ih 'H. R.' .10908 Vto K i. | i i H 
;r;rr : bejitcw.Vlbwi^f or/^t^ to :initiate; new inroads '. isi': researching t ^ JlJ^j i ? 

! i : ^Jthe'^interre la tionship's o f ■ diabetes .and ; cardiovascular j .diseases ? h^'At^:]; t H :i 
M^ljH ' authorization, ;ley of ;:,§4 60; million, y'$^S50 jm^ 
^j;i;?1^vfor^-;fiscai:.^ \ and :l?8l:r the j insVitute(v^ 

i^M';|:|;idif f icul t i^^^ -'no t ( ■ imppssibiei^'to /initiate, '[new,^ research: Wnd ;.trainl.ng. jlv 




j;f: diabetes : research;, and training! activities . ■ >Dr Levy J has ;stated<^that : ; 
;"-3X"'ii-y^.diabetes'|i's^ clearly - '.risk''. factor-", for .coronary! ; : 

!■; ;■ heart 'disease ; sudden, death i . congestive hearti'-failure, strokej vand -^^^ 
: I rperipheral; vascular! disease .y . \ Due to ! the se! r^a liza t ions * there : 
[ i-.j'has deyelopjed; "-enorinous investigator^ interest, in diabetes; " \ j The 



; NHLBl ;;has; received: approxiniatelyj 25%. more resiearch - grant applications . :v. j.^ 
i' in ipY U977; than;ia FY 'i976.i^ of these applications ;/!' rM ;;H 

J relate ! to. the cardiovascular complications., of. diabetes. . We. are* v j:': 
- faced wiii increased enthusiasm in the scie^tif ic ! coramuhity>; to ^ / ?^ , ! '''!^i 
■ paix^icipatie. in" the , research programs' of ' the' NHLBI , . but . insiif f cient 



funding available foif7tlie*^Insert^ 
: i ■ fWiet Nat;ionaL Heart; . Lung / and ' Blood Institute has; proven- I ; ,' 
■ itself : to; be an \ effective land efficient vehicle *or ! obtaining s ney 




||j:p:|:>i^i3rei'ii979^ miiiipn^'-for^'researc^ [ajid'^tiainingpprb^r^ 

% .' ;$5:5.0.^ttillion';;£or -'preventibny}^^^ : v?:iiliti>(€^ 

'{[.^\i'i'v^^v:\'r' ^■*-5''t- -control'; progi:amslv*vJ'''-'l;" '^■t'i'''M-?^-i^rM 

u;-; i • 5:::FYr 1980: ; $672: raillloh for 'research ;and : traihingj prograins . v | Fli 



: $ t7S ;■ ndllion . for ;preyentlonir : education ; and : 

-r-'^' :.:^v^;;;--;control'^prog^ Cviy;> h.j j;"; 

FT 1981: k| [$754^million^^^^^ programs : 

i ^^v:i 1 rj<i.$lpO' i^ ,i education and : ' V!v;> : 

o-^ control 'programs;.^ ■ ' ' ' 




•|-idlabetic8>;^piattent^ '-are /particularly 'isuscept'iJble ^ to! cardio^'i f ^j4'^"tr^i-|lv 
vascular f^c^lica^ ' l-l ly] ' ;■/;:] j ^ly-V^vi-''^'' ^y^^'i'''^j^j^^p^i|| 

.r'i[Sr\'''-V;The • JuyiBn beileves'';lt.ls [4ncuic^nt|on\: '.\\ '■ \ ■ ''''''filiill 

th Is ' CongreiBS ^to' \ ^arr^' the ' Cohg-Hahge^' P'lan ^ f or ; ! d labe tes ' forward ; f rom,^ 
i; i Its! l>el a ted ! beginning to ' 1 1 s ; hopeful ; en'd . Iln ; the Hat lonal' . Hear t v ; ; Lung 
: V : and.: Blood '.Institute » ^ %re haver one islgnlf leant : coniponent \ for" the .^ tr C ack.*:! \ V ^ 
v t'oiil this 1 devastating; disease urges Congress - to ; support; V 

r;::;thev-^hfee7y©« this!; vital'; Iiistltute it;our;'reTOniniended^y.-;p^:'^^^ 

^S>aj4 thorl xa t Ipn -'•levels ii-:'^, '■ i.^ ^' ■■ ; , ' i'V' ^'''r ■ ^y-. v: :■• : ' i -j^t^ ri; 

Ifiw^l'of .^Uie^:^^^ Diabetes . Foundation. iBeea':lntpatient ; [it; l8yH^i.V;t4l]i| 



• because : tin 



asured differ ently .^^•\Five years^bf 



clinical ^ re) ry^i^s not a'iluxixrlous ana 

; 'but. :f xve ; yearsMtf^i^e. life'.of a /diabetic, can bring on th 




aniount^ of : tlineV;: ^1 j^H^ 
the: physical;; and (iPlj^ll 

'>'i;-;!'4'^n}-i:!^^v|fl 




W\V \ ^ewotiona 11 chaos of; heart|.disease:at^'«^^^ 

* " ' r ' ^ Despite progress ; that;-; has-been} made' -due to yburhf ar sigh ted ^ :: Ik]: J 



r 

f 



X 

X 1 



awareness: andigcnerosity, we ^are still far . ; from the prin^ry : goal of jl' 
eradication — or even optimal effective mahagetnen^ the [disease jii^^^^^^ 
It is {therefore! essential that scientific research ~- research' iiWe-" 
that conducted ;by; the NHLBI — continue to be enhanced, , eacpanded ; 
and intensified in order to improve ^treatmeht of this disease 
seek a means of preventing its devastating complications; and, to 
ultimately- find 'a cure. ' • V .. ^ ■ 

. Thank you for the opportunity of formally presenting our views 
to you and your distinguished, colleagues^ ^ 
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: a^iditibn : tp\ anVext'ens Ion of -'the Medical ;Idbrary^Jls^ 
. > jof funding: Is aeeessiury ^ id c axxy '■ out i needed . i«cl<^^' - ' ■' - 

■ J; ; (such fea ; Interllbrairy: ;1 Wnrtce) i 'N6';fjiri^g 

r • : " f biff ! .as; COS tV have} continued to rloe v, ^ - - « „ . , ,^ 

cui^il^; t>ecauae ^^thla;; ■ . jt; curtailment .of liiterlibrar^' iM^-lamisi^'^'Xi^'-U^^ ^^.j:^^' 
' CVowld- .haye^: ji,rdl8Mt^ ccwraunlty ^hoapitai ";■ j- ^ 

^ Lyi*'*»»iV fheaefitaibjC^th'tf' Medici /ialataace iAct.l'coBshmltyf ^ ! '.f vJ''*'f I 

; ; ..«nd J t heir, ' pat lents^vpwia ; ?r*'rbiljay be handicapped^ \- The' aany.^prograad : t^e iHLAA ; /l^J' > ; "i- ' 
" 'sponsora^ .help^t'oCMftf«2tt,tt^^ inforoattlon is "dlaperaed throughout all i ^ 0 

;areM;ot-thc,cous£ti3r;>ii^^ 

in only. A;;few area*' cirj'r.cjV -f:i&fvj4. available .at;' aU: vhen ;lt" la ■heededl*,: I: feel";': ■ • ' 

■ • that 'a , lack : of HtM fj-rojiijSvKi would, adversely affect the quality b f i heeath care 

■ V *^^^*;'to!p«.tl«iii*:rii:v:t^G^ in our^area. . ! If,; 



aoo' M.eAoovys road 



. J/illa L. Andrews *- : : . V J". t '>r^'' 
^Medical ;Ubrarian- ^ . ;V: 
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CEDARS-SINAI MECHCALCENTER 



Bot4B7iO . ^ 



Otttct Dial Number: . . .J 

. February 27, 1978 



Honorable Paul. 6. Rogers 
Chairman r Subcommittee on Health 

' \ and. the Environment " * . " 

Room 2415 : ? 

Raybum Building V 
Washington, D.C. 20515 

Oear.-Mr, Rogers:- ' ' . ' \ ^ . 

As a practising hospital librariah, I would like to support the renewal of 
the Hedical Library Assistance Act and would appreciate having this Ip.tter 
made a part of the hearing record. 

Since its passage .in 1965, the Hedical Library Assistance Act has resulted 
in the establishment of a functioning network of medical libraries sliaring 
resources and disseminating, inforination'.' Utilizing 'a network of ninety re- 
source libraries ^rid thousands of small libraries, .the eleven Regional 
Medical Libraries, .Which received funding for training, consultation and . 
document delivery, have brought the results of research within the easy reach 
of large numbers of health profesisionals. It is important that this informa- 
tion be rapidly ai^ easily access|ible to all health Jprofessionals. The con- 
tinuation and expansion of the' network depends upon/the renewal of th'is'Act. 

■ " ^ i ' .■./■"".' ■ ■ ■ ■ 

Renewing the Medical* Library Assistance Act would also provide the. funds to: . 
'•' • : '" „■ ( o..- . 1 ■ , 

(1) develop and implement innovative and <^st^effective methods 
of dissemina.t*ng f'^fprmation; 

.(2)^ continue the con>j|Vtation, education and training funds that, . 
Ijave assisted administrators in setting up information-delivery 
systems and have helped personnel working in the healt)) sciences 
libraries to be' more efficient in performing their tasks;" ■ 

- • . , ■ . ■ . ■ ■ 

(3) coordinate effoVCs in applied research so that technological ad-" 
vances can be utiJized to reduce the time spent in countless 
health sciences libraries doing tasks that are duplicated all 

' .across the nation. This would assist each of us ii) ='containing ■ 
costs^ ■ • " ■» 

^ ' . » ^. r ; • ■ • ■ 

(4) assist in developing resources to stimulate library growth and 
development ^n areas, serving. the rural practitioners. 
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It Is hope that Congress, in its efforts to improve the quality and . 
delivery of health care in the nation Will continue to recognize the sig- 
nificant role; libraries play In the delivery of health related information 
and will renew the Medical Library. Assistance Act^ for five years, -a sufficient 
' period to permit good planning, _ 



Sincerely yours, ' 

Lois Ann Colaianni 
Director of-L1braries ■ 
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•CONGRESSMAN PAUL r*ROGERS ' 
US HOUSE OF REPRESENTATIVES 
HaSHINgTON^C 205J5 " 



AS PRESIDENT AND MEMBER DF XHE BOARD OF DIRECTORS DF TME ASSOCIATION OF 
AMERICAN CANCER INST.ITUTEr WE ARE WRITING TO VOU, CONCERNING MRJO^OB 
HMICM RELATES .TO TME RENEWAL OF TmE CA»<CER ACT THE AACI REPRESENTS 70' 
CANCER CENTERS^IN-'TME UNITED' STATES AND MAS A VITAL INTEREST IN . TMEIR 
CONTINUED SUPPORT "almost ALL TME = ADVANCES IN CANCER CARE OVER Tm£ PAST 
25' re-ARS MAVE ORIGINATED IN TME CANCER CENT^RS-TME CURE OF CMILOMOOD 
LEUKEMIA, OF MODGEKINSDISEASE AND C7HER LVMPMOMAS," TME CURES , OF NUMBER 
OF CMILDhOOD CANCERS , AND A SUCCESSFUL ADJUVANT TREATMENT OR ' 
OSTEOSaRcDKAaNO BREAST CANCER ARE JUST ' A FEW TME CREATION OF NEW ■ 
CENTERS IN-^A .NUMBER OF; UNIVERSITIES MAS PROVIDED A NETWORK tiF CENTERS 
ACROSS OUR COUNTRY TMAT, MAKES THESE ADVANCES WIDELY AVAILABLE TO MOST 
PATIENTS MOREOVER BECAUSE TME CENTERS ARE FOCI OF RESEARCH EXCELLENCE, ' 
OF>HIGM QUaLITV: OF PATIENT. CARE, OF EDUCATION FOR TME PROFESSION AND 
ESPECIALLV FOR CDMMUNITy OUT HEACM TMEV MAVE BECOME TMt' PRIMARY ■ » 

INSTRUMENTS. FpR Rapid TEtMNDLOGICAL' transfer OF EMERG ING IKFORMAT ION 
FOR TME.DlAG.NOSIS aND MANAGEMENT- OF- CANCER* I NFLAT I Ori PLUS TME' DILUTION* 
OF AVAfL'ABLt FUNDS BY TM£ CREATION OF NE»*' CENTERS MAS RESULTED IN 
.REDUCTION OF SUPPORT FOR MOST EXI ST ING CENTERS IN A NUMBER OF CENTERS . 
EFFECTIVE PR0GR>MS-IN CANCE.R CONTROL," tDpCATION AND.CLINICAL 

APPLICATION OF' Research 'FtNDiNGS are being smarplv curtailed we »«ould .. 

STRONGLY URGE TMaT- IN M'110<»0a 'STEPS ARE "TAKEN TO SUPPORT -CENTERS AT A 
highly effective LEVEL IN TMIS REGARp ;WE SPECIFICALLY RECOMMEND ONE 
CANCtR ACT bE RENEWED FOR A THREE YEAR PERIOD TWO- TME AUThORI ZATION 
AMOUNT ^OR TMt CANcER ACT BE RAISED TO 1,3 BILLION DOLLARS FOR FISCAL 
YEAR BEGINNING OCTOBER 19791 J, fl BILLION, . 1980|. 1,5 glLLlDN FDR 1981;WE: 
BESPECTFULLY- ^REQUE ST- THAT THIS LETTER ■ BE PLACED IN THE HEAPINGS ON 

JHH10908 ■ , — ~ — - ■ 

DH C GO'JDON ZUbROD PRE'sIOENT ASSOCIATION OF AMERICAN CANCER INSTITUTES 
666 ELM ST bUFFALO»NY l*»2/3;.' " ' 

15j19 est 

MGMCOMP .MGM , 
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National Hemophilia Foundation 

25 WEST 39ih STREET • NEW YORK, NEW YORK 10018 • (212)869-9740 




.Marc;r3. 1978 



The honorable Paul G. Rogers 
•U.S, HOUSE OF REPRESENTATIVES 
2^67 Rayburn House, Office. Bultding - . 

Washington, PC 20514 . 

Dear Congressman Rogers: " • 

RE; HR 10908 

The Foundation is aware that your sub-comni ttee on Health and ^vironnient Ms 
,now holding hearings on the Biomedical Research and Research Training Amendments 
pf;^1978 which would amerfa the Public Health Service Act. by revising and extending 
*^pr6grans of >. assistance of the National Heart, Lung and Blood Institute (NIH) 
and other .biomedical research authorities. • 

. Your February 9th statement, as reported in the Congressiorfal Record wais read 
with great interest and we applaud your w^f^^ionv in urging that the research 
training programs be extended for a t4>r^e^year poHc<J»* 

Inasmuch as it is not feasible '^rr tfct 5cundatic;i to personally present testi- 
mony, it would be appreciated ni^ this letter findlc'ating our views could be 
inserted into the record. • 

The National Hemqphil ia FoundatJon stron/Jy s.ocpor'' jour recommendation for a 
three -year extension f^t yirogrmat of th, Nat '.^l Heart, Lung and Blood. 
Institute, as' ifoa ane- well a6ar;e, bioftiedical . resCk^-ch is the key that will 
.unl.ocic. the:dp6'p ?o a bet^-^r r •^^&rsU'-^V>^ of ' • - disease problems with which we 
are faced. Advances madl ^e: ^ i> • -d of nOs^r ' ^^st be, 'the initial step 
lhal'TDMj bs t^ken before any . t •'5C0tferie*s V >"»je translated into effec->- 
tlye health c:."^'6 delivery pi -)rai- \ : k '^^f^ee-yea intension Wi.ll be''ible to - 
provide NHLBi wVth the-^time.so tha r^-e effective d;id efficient -pfogrins resultf 
M addition, such an exten'tidn wiV ; -jhal the r^csea-ch community (upon whom the 
future depends) that the Congress n Iruly conCeVTied about the state: of Die art 
in research, for today and for. tomorrow. / 

The Foundation respectfully suggests that the proposed funding autb<^izat1ons for 
NHLBI are . too low, " and recommends consideration of an,. authoc<zation of $600 ■ 
million for FY 1979 ($565 million for research and other prog rairfs and $35 mill ion 
for prevention and control programs): For FY 1980, we recommend an authorization 
levai of $590 million ($650 mill ion' foe '.research; $40 mfll.ion for prevention and 
control). For FY 1981, we recommend an authorizatton level' of $795 million ($750 
million for research; $45 million for prevention and control). 

An Aetiv* M ember 'of the National Health CoaneU 
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■ The Foundation ^Ily recognizes that financial cor.straints r*.jSt be excercised by 
: the Congress, However, in our opinfon, you dare not jepcrdi^'e the. National 
' bibreedicdl research effort with its resultant gains for the healtn and well being 
of an Americans for t»ie lack'of proper funding. ' ..; 

The .Mationat Hemophilfa foundation 'is intinately aKare of the .exceTlcnce of! the 
programs at HHLBI, since many of them do and will have a direct bearing on the 
quality of life that this Nation's hemophiliacs can expect.--W<?-have found in 
this Institute'and in its Director, Or. Robert Levy, a superb level of competence 
.andvprofesiiofidl ism, and .yet it is understanding and. responsive to .the heeds., 
of hdMphiliacs. We are confident that given sufficient- financial support, HHLBI 
ifcan :fuVi)1 an even greater role; in: not only assisting those who are afflicted 
-with hew^philia,but mor'e importantly, the nation as/a whole. ■ ' 

We respwctfully urge your thoughtful consideration of our . reconviendations. .• 
S^ncere^^, 



J^Wobal d ^i<^ ' 
Execti ti vdi^Ji^Vej^tor 

GJTilcw 



GeorgelJ/|Iheobald^i<^ . 



^cc: OacJc W. Oalryiiiple, Assistant Counsel - Sub-Cormittee 
House Sub -Commit tee J4embers 



465 - 



TME UNIVHRSITV OFTKXAS SYSTB.l CANCKR CENTI-R 



M. D. Anderson Hospital and Tumor Insiitute 

Tcjiat Medics) Gcnccr Huusldtt, Texas 77030 



: Pt'rsMf nl 



■ / , March 6;.I97ff - . 

I tho Honorable Paul Rogers, Chairman 
Subcommittee on Health 0,nd the' Environment ;. 
Raybuni House Offlco Dutidlng 24l3r 
U, S, House of RepresentatlveB 
Washington, D.C. 2051S 

Ppar Congressman Hogers: * ■ ' 

I understand th«t hL-arlng0'are preaehtly underway oh your blU H. ) -yca 
which, among other things, extends the program of the Nations? ;0.:r.c * 
Institute. ?>?ay Istrongly urge your committed to raise the propoj oc 'ev^^. 
of authorization to at least $1.3 blUlon for rv '79. Tho authorirc^ioij': 
presently provided by H.R/ 10908 wlU only compensote the rate of Irjiatlcn 
-and will not allow the cancer program, to continue to move forward. 

As a member of the rrcsldent's Cancbr Panel from 1972 until 197/, I had the 
privilege of viewing and participating In the greatly increased national 
effort. Not |only were there great Increases In basic or fundomentisl research 
, rog rdlng mc^lecular bjology of the normal and malignant cell, but also new 
torik forces and comprehensive cancer centers v/ere created to adapt these '/ 
new flndlngs|to the care of the cancer patient. '.. ! ./ 

Ciir great effort nmv should be expanded for the first gleamings of the control , 
of generalized or systemic cancer from' v^ich 60^6 of the patients dle.-^New 
and better ^riigs Applied under the conUcl conditions of clinical research ariv . 
requ Ired . These, drugo ■ are bes t a ppl led In a niprehensive ca ncei\cohter. 
Out of iht' 19 comprehensive cancer centers roW «>-t«:£ing many/o'f them'^are just 
■getting started and will recfulre-support to be i/hle'-.o heceroo fully orerationol 
■centers . Senator Muriel Humphrey has ur^cti- Senator Kctinedy to' inci^ase the / 
.level of author^lzatlon for fthe National Cancer FVr jram' io the bill presently 
being considered by his subcom'^tttee, and r^^e has str'ossbd the necci fora ; .; 
second generation :6f antl-c;*. r .'. Jrugs that will bo^lVcF. toxic and more effec- : 
live, 1 am pleased that sh" ;v«a joined la cur efforts, nnd ceitislhly she brings 
b special. uhderslaridlhq.c. iKc ?>roblems of the^cancer patient. ,Enclosed'•for^ 



■ ■■ 
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;^,.Ma/ X fllsb odd tha£ riim opposed- to the ,f0ndirtg .6( hosp 

^: by spmd of my d Is tinou^h^5l coUeaoueB .* : elem ent of . dellvsry of inedlCHjl:^^; 




► rjespe Aleiy needed ;then tb malntalit tho momentum Is an authorizeitlbh thai 1' V • 
J' lii.reaUstio and can, be suitably used U ap^ropHatedV '11^ 




.^v. - V . ::''4:::preaident ■ 'v;;^.?: 



H:..:';v-.yy: ' 
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Covington & Buruing 

SdS StXTCCNTH STRCCT. n/w 

WASWIWOTOM. 0..C 20006^ '^^^ 

452-6300 



Match. 8, 1978 



The Honorable Paul . Rogers 
^Cha.iman, Subconunittee'^on Health 
^ and the Environment 

Committee on Interstate and 
. Foreign Conine rc e , - - 
. House of Representatives 

Washington, D. C, 20515 



Re: 



Dear Kr. Chairman: 



'Extension and Amendment of/the 
National ''Reseirch Service Award 
Act of 1974 (H.R, 10908), 



For the past two years, I have been privileged to 
seffve as a ciember of the Cownittoe established by the National 
Acadociy of Sciences to conduct studies respecting biomedical 
and behavioral- res earph personnel; pursiiant^tp Section 4-73 
of the Public Health* Service Actr as' enacted by the National . 
Research Service Award Act of 1974. I am writing ybu, f rom 
this perspective, , to comment on H.R. 10908, the legislation 
■now^ pending before yqur Subcommittee to extend and -amend the'' 
National Research Secvice.Award Act of '1974. 

.1 wish ta emphakiie'^'that I am writing "this letter ' 
in my/ capacity a,s a private citizen, and not on behalf either 
of ti^c^atipnar Academy of Sciences or of the NAS Committee; ' 
These views reflect my own personal opinions. 

• . The following comments are set "out in the same 
order as/the; provisions of the NRSA Act,- and not in order of- 
importance, v ' . . . , 



; , . 1, Sectio?is 102^ "472, and 473 . of t^ie NRSA Act .^'.^^^ ^ 
should, be amended .to include health services research' Ura iny . . i- 
In g f vmded ;! by ' ; the Depa rtmen 1 1 p f HEW , througifj the ; Na tio na 1 ^ '] . ; 
Cienter ffqr ; Health Services!, Research. ;It isranornalous f or ' ^ ' 
the NRSA': Act ' to include -tra^ . 
• at NIHi -ADAMHA, and ; the Division of Nursing of HRA, but .not'; ; 
to incluide the [National; Cehter for Health, Services; Research. 
In ' fact >: the NAS Committee has~been forced to- consider health;' 
norxrices research training at; the National ^Center' for Health 

ices Research ;at HRA: in each of its; reports. . . / ; . ^ 

In its. 1977 Beport . (page 142) / the;'NAS^^^C^^ 
specif icaXly 'Stated; that ; "an extension of the NRSA statutory.^.p 
authority to include the/NCHSR is warranted, " and made *the ; I', 
fbllowihg. recommendations ■ ' ■ rV 

" Recommendation . In order, to assure ; 
1:he provision of urgently required train- 
ing funds, the. Committee .recommends a . , 
statutory amehdment'ibf ; the NRSA Act to ' 
include 'all research' training provided'by . 

■ ■., :thef HRA.". \- \ ■■ir ■ ■'; 

I am uncer^a in whethe r- - this forro of ameridmen t ,: in itself,, 
would' be sufficient to include!' all- research training . programs '- 
.in;health services research supported by .the, Department of ( 
HEW;-' An appropriate amendment might include a general; pror - 
vision bringing under/ the ^RSA Act all othe;: biomedical and 
behavioral: researcH /training in the Department:, \ ' 

■ • • - : '. ■ ■ v - ■ ■■ : . "^A ■ ■■ ' ^ 

2, Section 472(a) (3) of-the NRSA Act present 
permits the NAS Committee - to exercise ' a* ;"veto powerV/; by /de- : 
t e rmin i'ng . . s ub j ec t ^a riea s ■ . ( wh ich the NAS Comini t tee .calls;'.; 
.'"fields") for which'-'there is currently no. need for additional ; 
research personnel. If - the ; nAS Commitee exercises -that veto 
power no : National:' R^se^rch ' Service Awards, may.- ifchereafter be 
■ ; made in tho s e ■ f i e Ids .j : Tha t ve to power ■ has in - fa c t not; been 
: exercised becKuse of the Committee . conclusions, rs'pelled^^ ■ ; 
rin its . 1976 apd' 1977' 'jlepbrts , that research training iiri; all ; ,; 
' of the broad areas (basic IbipmedicaL' sciences, behayib'rai: : , 
sciences, c 1 in ica 1,;. s c ience s ; ' ■ hea 1 1 h services -^research, v and nurs 
ing" research.) ' as >ei3, as the fields within :tho'se areas;j con- ;,'; ; , 
tinues. to be justified, although in some cases at reduced; : v| 
levels.'"". ■* ; ; 
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H.R. ,10908 would, amend Section 472 (a) (3) to elimi- 
. natfe this veto power of the NAS Conunittee. I belieVe that 
this change, is unwarranted ^nd would be a bad mistake I have 
s^en: no justification whatever for such a change in the Act 
The process established in the Act has been working'' very well 
up.to now and,. absent some clear and compelling reason for a 
change, I .would strongly urge that this provision remain'as' 
It IS • . ■ 

■ ' ' ^ , *. - 

- The only possible reason for this amendment would 

be to _weaken the influence, of the NAS Committee and to per- 
mit the Department of, HEW to make decisions with respect to 
research training in subject areas on' the basis of subjective 

. impression rather than objective data. During the past two ■ 
years, I have found it distresling that the NIH is, unable to 

• ?dduce any data whatever to support its subjective impressions 

, of areas and fields that deserve emphasis or that do not . 
reserve additional research training/ _There exists within 
NIH a lack of coordination of research training efforts, and' 
a .resulting lack of an adequate rationale to justify the 
limited "research areas" specified by each Institute in the"" 
annual NKSA Announcement.. I^ajor. efforts have been made by 

, the- NAS Committee to develop sound data on which such de- 
cisions can be made. The^amendment proposed in H.R. 10908 
which I undersrtand was suggested by NIH, would substantiallv 
undermine these efforts 'of the NAS Committee. . 

, . ^ think it important to emphasize that at stake 

here, m addition to -this specific provision, is the. view of 
Congress with respect to the role and significance of the 
NAS Committee. If you wish the NAS Committee to take its - 
statutory missaon as seriously and importantly as it has in 
..the past; and to attract, tl?e high caliber . of scientists and 
;science administrators that it has, then it would be extremely 
unwise to make/any effort to weaken the . fole of the NAS Com- 
mittee at this time,. . I doubt that people of the- caliber who 
haye^been serving on the NAS Committee would be willing to 
spend the time- and effort .that they have spent, for no re- 
numeration whatever, if Congress amends the law in a way 
intended solely to undermine their role. 

. . .One of the major, purposes of the National Research 

;Service Award Act of 1974 was to provide the opportunity for 
an objective evaluation of national, re^search training needs 
by independent expejf^ts- outside the pressures and interests 
#t ^^^ '■^^P^^^^^'ent of HEW and 0MB. and the development of re- 
liable data on which to base research training* decisions. 
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and^then to make sure that future decisions in fact reflect- - 
that evaluation and data. The amendment- proposed^ to Section 
402(a) (3). is- designed .tO;;do exactly the opposite. According- 
ly, I would strongly 'recommend that it be delisted. ; 

3. fully support the changes jproposed by H.R. 
10908; in. Section 472(b) (4) of the NRSA Act, to extend; pre- ; 
doctoral training to 5 years and postdoctoral training to . 
3 years, and to •clarify the law that the total antt)unt of sup- 
port may extend to .8 iy ears. . "Under the present wor^ 
the law it is unclear whether support :for :all training, iin-; 
eluding predoctoral' and postdoctoral, -could exceed three years, 
in the aggregate. : The ne^pr^ very helpfuU/in .. 

assuring adequate -.support 'for all qualified individuals, -in- ■ ^ 
eluding minority students whb will often need the/full; measure 
of support this provision will give. This change is con-: ;: 
sis tent with the NAS'. Committee recommendations: in it.s 1977 . ^ 
Report- ' (pages ■;172-173-- and. -179) . ' y' '''^'r ■'''''] 

- 4. Sect ibri 47Z(b) (5) of the NRSA Act sta ties that 
National Research Service AweirdS' shall provi\ae^ for stipends 
and allbwances for the .recipients. .1 wholeheartedly support 
the change proposed by iH.R. 10(908, which : provides far periodic 
adjustmerits tb reflect? increases' in the cost of. livingtk* : This/ 
is consistent with: the recomroendatibn of ±he-JJAS Committee ^ 
in;itsyi977-;Report' _(page\181);.'.- ■ ■■"^:^v':' " V"; 

5l Sectio"n 472(b) (5) of the NRSA Act also proyides 
that NRSA awards to non-federal; institutions shall provide " 
fbr payments' for - the cost of "support seryices ." .The NAS : ^ 
Committee has heard substantial complaint about the 25 percent 
ceiling placed by the Department of HEW . upon thisvcost ; of *: . 
support services. Some institutions contend. that the 'actual - 
cos t . bf s uppbrt s erv ice s cbririec ted , with . s pecificr' research :^ 
training -is in excess, of the [25 percent-: ceiling, thbs forcing . 
the ; in s t i t u t i on t o be a r thes e expen s es i n orde r to- cond uc t / \ 
an • adequa t e r es ea rch t r a i rii rig " program .• ; You mi gh t 'tt\ ere fore; , 
"cons ider incf udirig iri the House Report on this le gisla tion '.^ ; 
language that wbuld make, it clear that actual- suppbrt^erviqM^ 
iri excess, of; the 25 percent level 'are expected-to^^be-rieimr , : if 
bursed the Department of HEW where the particular . institu- . 
tion can show .that those specific Support services, are reason- 
/able for the specific training program: involved. 

: 6. Neither Section 472 (b) (5) nor any other pro-, 
vision in the NRSA Act presently states that research training 
grants tor non-federal institutions may include "the cost of- i 



institutional "overhead." The Departnient of HEW presently* • 
permits an -overhead factor up to 8 percent , of. the Award. 
Once again, institutions receiving research /training grants 
have complained thaf this 8 percent figure does not coyer 
the full overhead expense reasonably related to specific 
training programs, thus forcing them to absorb those addi-*- 
tional costs or to reduce the quality of; the program. 7 

; ^ This problem is apparently exacerbated by the fact 
that,; in at least some instances, those institutions are 
also conducting research, as well as -research trainiiig, under 
Federal grants., jand that neither of the^e grants carries the 
fiiir overhead.' These institutions are therefore conducting . 
both research training and actual research, with federal money, 
for the benefit of the public,* without being provided the 
overhead expenses necessary to maintain .the facilities needed 
to conduct both enterprises. If this is allowed to continue 
for/any significant pe^riod of time, the research facilities 
themselves will undoubtedly deteriorate and the quality of 
both the training and the research will suffer. Accordingly, 
I recommend that you also consider language in the House' 
Report that would specify ehat. the Department of HEW is ex- 
pectied to include in any training grant award an amount, that 
will cover. the full . overhead expenses, reasonably related to 
the award, as justified by the institution, instead of the 
present arbitrary 8 percent ceiling. ■ _ 

IJ Section 472 (c) (1) (A), (i) of the NRSA Act,-which. 
is commonly /referred to as the "payback" provision,, requires 
jWividuals who are' .furidpd by National Research Service 
Awards to engage" in^specific types of activUfy. The NAS Com- 
mittee has . been concerned that this . limitation excludes/ 
non-academic employment and thus that the payback provisions'- 

.could be interpreted to be applicable even where the recipieht 
Q^f a National Research Service Award subsequently engages in -! 
very useful hedlth, research o.utside traditional academic em- 
ployment. The NAS Committee, has pointed out, for example, / 
that with enactment of the National Health Planning and R^ , . 

^sources Development Act of 1974, as well as legislation deal- 
ing, with PSRO' s and HMO/s,. there are non-academic health - 
reisearch opportunities that should be encompassed within those 
types of subsequent employment that, do not trigger the' payback 
provisions. Accordingly, I would urge either that the pro- 
visions of Section 472 (c) (1) (A) (i) be revised , to clarify this, 
or that appropriate language be included in the House Report 
in order to make this intention clear.. \ " ' 
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• --8. I fully support the proposed revisions of the 
paybackvpfo vis ions in Secti<^n .472 (c) Of the -^RSA Act to the , 
extent: that they prpvide for' full payback credit for each ■ .'v, 

,montJh , of research or teaching, arid each month of" alternative 
sefvj.ce pays back one month of training. The present pro- ' 
visions unfairly penalize thoWe who concludelnot to pursue 

«.r.ese arch after receiving a Natioiaal Research! Service Award . 

• 9. Section: 472(d) of the NRS A Act! presently re- 

quires that, of the sums appropriated, onot less than 25 per- 
cent sfhall be made available for. awards provided by the 
Secretary under Section, 472 (a) (l)'(A) • This Provision,- as • : 
presently enacted, is very confusing, becauseV Section 472 • 
(a)(1) (A) includes pre- -and 'post- doctoral resiarch training 
of individuals at. public institutions and non-profit private 
institutions; this could certainly be interpreted to include 

• training grants as- well as fellowships. In any event,;if, this 
continues to be interpreted by the Department if HEW to refer ■ 
only to fellowships, it would create great difficulty in im- .\ 

. plementing the recommendations of the NAS pommilttee . r ' 

The NAS Committee has, in the course of some three 
years of study,, worked diligently;T to determine ihe proper ; 
balance between training ■grarij:s and fellowships. \ This balance 
differs not only between predoctoral and postdoctoral training 
but also among the various scientific areas and Indeed among • 
the- various fields within those broad areas. It \is unwise 
public policy to establish a continuing oversighti function * ^ 
in the NAS Committee and. then to constrain it by \Legislating 
a ri^id floor below, which the fellowship awards mky not be 
reduced. Such a floor could result in forcing thS Department 
of HEW to make awards of a kind' that ' do nbt represent the^ best 
available information and advice on the way in whibh this *i 
money can most effectively be utilized in order toVrealize • 
the greatest return' to the American "public . ' 

As a practical' matter' this problem can, a\t least 
for the foreseeable future, be eliminated by changing the/ 
.level of 25 percent specified in Section 472(d) to'a5 percent, 
as is done in H.R. 10908. I see no necessity in aldd includ- 
ing a requirement that not less than 50. percent of ,vhe appro- : i 
priated funds- should *be made available for grants linaer 
Section 472 (a) (l)^(B) , and would prefer /that this be/l^ ' 
to the recommenda.tiohs of the NAS Committee and- the decisions* 
6£ the Department of HEW, As a practical matter, 'however, ' 
it wfll havo no effect whatever and thus' will not! be harmful. 
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10. Numerous scilentists have. been concerned about 
the lack of- i^sts^bility" in funding research training, thus 
leading persons who might otherwise pursue- a career of rer ' 
search to forego this type of training in. favor of] areas that - 
promise greater assurance. ' There are, of course/ arguments 
on both sides of this issue. Assuming that this 'lack of 

• stability* is a factor, however, you' might wish tp "consider 
some type of provision that would alloviate-.1:his concern/? 

^S.uch.Ta provision might take one of^^twor form^. - .^-^^ 

' . ' .> Fir£;t,. it might be approp^riate to amend Section 102' 

of ' th e " NRS A : Ac t ,; wh i ch s e t s f or th* . th e f i ndi n gs a rid declara- 
tion, ofypurpbse," specif ically to say that it is the intent 

.of Congress to provide continuing long-term' support for re- 
search' arid research training, subject only to specific levels 
of authorization , to be determined every three years and 
sp^ecific' levels of; appro^sriations to be determiried. ye-arly . 
This might help undercut -the yearly 0MB recornmendation that 
all Federal funding of research training grants should be' 

'^eliminated, ' , 

' A second approach would be to- insert such a px 
vision dire: ::ly into Section 472(d) of the NRSA Act, wh^ch 
sets forth the authorization levels. This might, indeed, 
have an even more immediate impact on the research cj^^nmunity , 
I recognize that it would not have. any particular ^ubstan— 
tive/impact (because /'it, like any provision of th;(¥law, 
coulii subsequently be repealed or amended) , but^t nonethe- 
leSs^would serve at least' as an* expression of jfrongressional' 
intcint that could be of some -utility in . assuring ■ continuity 
:c^Federal support for research and researchf/training, 

'■i^'.- li'. With respect to Section 473/ (^hich requires . ' 
studies respecting biomedical and behavioiral/ research per- 
sonnel, 'now beihg carried out by the NASZ/'Committefe) , I have 
'One- general comment: .before making a numper ipf specific ■ 
suggestions.- As I have already mer^tiowed, /i believe ; that-- " / 
.th^. NAS.iCommit^ee has-been doing a f ijp^ job with . a task that * 
is] exceedingly difficult, I .make thbfz remark in response 
particularly t.d "the statement of the" American; Society for ' 
Microbiology before your Subcommittee on March 2, 1978, ASM . 
con tended in that* statement that the NAS Committee has ignored - 
its contentions that the. .field of microbiology has a lack of : 
'research personnel, which justifies greater funding emphasis 
. for that field. Actually, . ASM is only one of several societies 
and groups who have made -the identical, argument before the two : 
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•• public hearings held by .the NAS Committee in \9li and 1978 ' 
Representatives of many fields have contended, in very qen- • 
eral terms, that their field is unique in needing .additional 
Tr^fl^ll' ^ZT.^^^'* however, supplied convincing data and 
information t6 document •that contention. In particular 
ASM appeared before the NAS Committee hearing in both 1977. 
kH^ I '^ ^° "'^^^ and unsubstantiated generaliza^,ions; 

• On^v^^ u^P^""^ statements j^ith any factual dataT^ 

Only recently has it submitted supporting data, which a 
panel»of the NAS Cpmmittee is now reviewing! ' 

^ I wbuid urge that you not fall prey to £his tvoe 

m.^JSrw-li^'^-^^^^S^- ' ^^^"^^ ^^^^ the NAS Com-'^'^^ 

mittee will provide an opportunity for any interested person 
to appear before It to present information that bears upon 
this subject, a-nd will fully review all data and information 

""l ^°w^ver,^base conalusions^nd 

recommendations on broad generalizations without supportina 
aata, and^ijou should accept np less a standard. To chanq^ - 
vH^^K^^^^c ^^"^ ^^f®^ "P^" statement made by ASM 

to the NAS Committee* or ^o .your Subcommittee would, as I 
have already stated, be ;i rejection of the very concepts on 
which the NRSA Act stand?.. concepts on 

f ' ^ ' ■ ■■ ' * 

J u^^' "^^'^ °^ Committee is far from done. Its 

5 ^° t^egin manpowej:^tudi£s_and-Analy«es 

designed to permit recommendations- about future research 
^n^i2^?^ I?""^^^ ?^ -^u country. Only now is it in/a position 

^^^^ ""^^^ °f brbader issues raised by 

the legi^lat?>ve histo ^ of t-hr> MRgq p ^^^ 3^,3 b y the te r hs of 
r^J^^^^K to the rationale for Federal funding of the 

^^^n^o^J"-"^"^ enterprise. The process is working well. • 

?o^r ^3 cannot.be done overnight. But 

the. 1976 and 197»7 Reports of the NAS Committee ale direct 
Indfn^nnJ^^^-^-'^^ proceeding in a rational, dispassionate, 
^H^^^f "^^""e^t.and that the issues are indeed being 

in^w oraerly manner rather than overlooked. Accord- 

ingly, I believe that the public *is well served by the con- 
tinuation, for the indefinite future, of the NAS Committee. 

aco^^,- ^- ^^^f statement of the American Psychological \ * 

Association and the Association for the Advancement of \ 
Psychology be^-ore your Subcommittee on March 3,. 1978, makes 
the cogent point that Section 473 of the NRSA Act is prpsenfc-\ , 
ly ambiguous in its coverage, ^in two respects. Flrlt/ if does 
not specifically indicate whether non-academic research is 
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intended to be covered, as well 'as academic .research . Second, 
to the. extent that" coverage of non-academic research is in- 
tended, it does -Jiot indicate whether this includes for-profit 
research (e.g., industrial research) as well as non-profit 
^research (e.g., government and charitable institutions). 

In approaching its statutory task under Section 473, 
the NAS Committee has attempted to determine the total -number 
of biomedical and behavioral research scientists needed in 
the country, regardless of the type of employeV. Thd NAS. 
Committee has analyzed the acaderpic sector most closely, 
largely because of the very real iSif f iqul^ties encountered 'in 
attempting to collect complete and accurate data on the de- 
rtiartd for research personnel for other classes of • employers- 

I • . » 

Although Section 473 of the NRSA Act requires the 
NAS Committee to determine national needs for reisearch per- 
sonnel in all employment sectors. Section 472 of the Act is, ST 
as I have already pointed out, ambiguouis in its >intent with 
regard the propriety, for payback purposes, of employment 
in research positions in non-academic organizations- In this 
respect the NRSA A<5t has been difficult to in*terpret- ft 
woudd seem anomalous for the Act to require that the NAS 
Committee determine .the need for. research personnel in all 
employment sectors under Section' 473, but thiSn to penalize 
those whb in fact .find employ ment iji t he jioji-acadejnic -sectors 
."y^ imposing payback— requirements on them- 

/ In a larger context,/ this opens uj? the entire' ques- 
tion of what constitutes "research" under th'e NRSA Act. ^ 

There is iio JeriViiLiK j n o f "resell eh" i n Lh e s 'tairute— or.-its 

legislative history- The NAS Committee is clear that "re- ^ 
search" includes basic investigations into the cofjceptual 
problems of a scientific field, a type of activity character- 
istic of research conducted within academic institutions • 
• (and also pursued, of ctfurse, in other for-profit and non- 
profit institution^ as* well)- It i^ far less- clear that 
"rt'search" incljiades .the relatively routine testing that com- 
prises the ordinary practices of a scientific discipline 
(e.g., running established toxicological or microbiological, 
tests on specific substauices) for which a doctoral (fegree 
docs not ;appeat necessary. 

At its 19|78 hearing, the NAS Committee heard sub- 
stantial testimony* about the urgeivt need for the training of 
more toxicologists in order to meet newly emerging requirements 
resulting from enactment of* the Toxic Substances Control Act 
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and^ similaj: regulatory legislation- during the past 10 years, 
J^t 'the same time, the Committise was presented with no data 
or information to indicate that this need was ,for individuals 
to undertake fundamental res'fearch in the problems of toxi- 
cology, as contrasted, with conduct ir^g and evaluating the 
large number of toxicological studies]]8iat are' needed under 
the new laws. It is important to note, in this respect, 

,^that"£he NAS Committee* speci fically.' recognized on page 72 of, 
its 1977 ^Re^ort the nee'd for training greater numbers of 
scientists in the fields of envirpnmental health and toxi- 
cology, but concluded that there are presently no data which 
suggest that there are an ina(Jequate number of research per- 

^ sonnel in'^tiiese fields, ^ » • 

<■ This issue is not unique t to the field o'f toxicojlogy, 
It is ent> re3y possib3j^ that the same sit\iation may exist 'in 
the fi'^ld of fflicrobialojy, wheye^ the NAS Committee has also 
b<2en unabrle to discern a lack of; train,ed research personnel 
but. where there may well be large numl^ers of<4^be for people 
who will cdnduct microbiological tests in feuch, places as » 
clinical laboratories . : • 

Thus far, the NAS Commvttee has based ifcsr^ecommend- 
atlons u^on fhe ne^d Tor research persorineKwho have been 
trained^ at least t6 the.,Ph.D, or equivalent, <,to conduct 
relatively baisic investigations designed to advance fundamen- 
tal scientific knowledge. If it" is the intent of Congress 
to have,ttie N7VS Committee assess need^ *for personnel who re- 
■qui-r-e-apeoir&l-i zed sci G nLifXc Lxdliilng in fie l^s-^ nicis-rpirir^ — 
cology) where there are- large employment .opportunities for 
the app Meat ion and practice of established scientific » 
knowledg*e in a field, you" may wish to provid** guidance to the 
NAS Committee either ^through changes in the s-jtatutory 
language or through .cfcmments . in the. House Report. It is my, 
personal belief that the NAS Committee Should continue to j 
study and refsort only on natio/val needs for researchers witfc 
a Ph-D, degree to pursue fundamental scientific knowledge , 
whether in academic or non-academdc settings and at* for- 
proff^ or non-profit institutions, since it is on this vitally 
important and complex matter that >t.he NAS Committee can bring 
to bear its, special knowledge and expertise and thus make its 
most effective contribution. 

13, You may wish to consider amending Section 473 
(a) (2) {A) of the NRSA Act explicitly to include all biomedical 
and behavioral research training programs conducted or funded 
by the DepartTnent of HEW,' rather than referring specifically 




only . to thcTNIH' anl^ ADAMHA programs. An alternatiye^wotfld 
be to includp in the Houre Report -specific language point- 
ing out 'that all of those other programs are, in any event, 
also encompassed with^^i the jurisdiction of the NAS Committee 
by reason ofr the reference in Section 473(a) (2) (B) to other- 
current graining programs.. ^ 

V 14.^ You are of course aware of the difficulty 
createdXby the Internal Kovenue'* Service rulina that National 
ResearcH Service Awards asre fully, taxable to the > recipiefct. 




.the NAS Committee and tKat a report on it be submitted to ' •/ 
Congress' f6r consignation of afiy appropriate legislative '\ 
ac;tion that may be»^arranted. ' . ) 



ac;tion that may beJ^arranted 

; . ,15. - /The 1976 and 1977 Reports "document the present 
impossibility, which may *ell-extend into the indefinite 
future, of determining specific scientific fields (called ■ 
"subject areas", ift Section 473(aj (1) (B) ) in which research 
personnej, are needed c^nd the number of such, personnel needed 
in each particular fi*eld.> The' subject, is simply far more, 
complex than was realized' when the law was enacted- in 1974.. • 



Nonetheless, I see no partic ular need~ tu chdng e^t 

at this time; As long as your Subcommittee and others in 
Congress realize that "fine field specification" is not 
possible at 'this time^ and may well not' be possible in the. 
g£ ut ure, ^no particular difficulty is posed by the current wijrd- ■ 
ing of ihe MRS A Act. It .is feasible, and the NAS Committee 
has ma(Je recommendations, to specify s'uppoijt levels fpr'the 
five broad areas desigpnated by the NAS Committee and thus to' f 
specify, which of those areas require' an increase or decrease 
in emphasis. The NAS Committee should also continue to 
search for particular fields within those broad axpas that 

s^iph^sis or de-emphasis, and additiorjal datH may well 
• become available that will permit greater specificity a\ this 
level as time goea^on^ But it is unlikely that ^e will soon 
reach the day when specific trainir^' leveis can be specified 
for^every scientific field in the biomedical an<3 behavioral 
.sciences. 

ft? 

16. The NAS Committee has' made valiant, but thus , 
far vain,^ efforts to come to grips with the problem of the 
declining numbcir of clinical investigators. Recommendations • 
. for increasing the funding of research training for clinic&l 
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investigatocs have been met with a cc.*v; inning number 

'of applicants. It is apparent that t)i.fe;.i funds 

available than there are applicants res* > . . Thus, 

the problem is not the lack of emphasis bfjAi^ ' . c i on this i 

atea; rat?h«r, it 'is .the lack o,f attractiveaei . research 

I career for physicians aind other clinical inve; , ^rs that 
3 is ^he problem. . 

- • I am not at all' sanguine that /the changes im ^:he 
payback provisions in the «rt will have any discernable im- 
pact on this situation; Other factors, -^uch as -^-e current 
regulatory limitations on clinical investigatio; and the low- 
renumeration in relation to (^othe'r aspects of Vr.'V practice of 

, medicine, would seem to be far more important,, it is notr 
feasible, however, to discuss in this letter Av V. if the dif- 
ferent factors involved. The 'naS Committee iic-. 4 wdnning to 

* address these issues. In view of the importanc-e ui: this 
matter, howevejf., you may wish to consider including in 
Section 473 a. specific directive for the NAS Committee to 
investigate |11 of the factors bearir^ upon the decliije in ' 
interest in dlinical investigation and making conclusions 
and rec^pnendations that can be considered by your Subcom- 
mittee_j..n_±he__f.uture • . . ^ . 

. * m 

^ 17. The .necessity of preparing a major report, 
every year, as preiserrtly required J6y- Section>473 (c) , of the 
NRSA Act, is extreinely burdensome/ On the other Hand, I am 
personally tr oubled by the chai^ge^proposedTin-HTRr-1090&'r: — 
that a report shall be made 3t least once every three years'. 
I beliieve that the NAS Committee^ should be required to re- 
port its recommendations -under Section ^473 (a) (1) not l^ter 
than- September 30 of each year in e^t least summary form, with ' 
some brief explanation, and that a mofe^ complete report on 
all of the NAS Committee activities should be- required. at 
least once every two years (rather th^n once every three 

. years) , with additional authority to issue feport^ on specif- 
ic matters on a periodic basis at the discretion of the Com- 
mittee. I believe that the NAS Committee, likes any organ iza- 

•tion, fuflly needs a prod to make certain that " it will issue 
reports on a timely basis so that they ^ill be most useful to 
the Congress, the Department of HEW, the scientific community, 
and the public in genera 3,- A requiremeJb: that such reports 

; issue only onqe every 3 years would notfS-in my judgment, • 
s ^y e that^purpose. . ^ ' ' 
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In conclusion, I' wish to reit^ra^ie, my support both 
for the Ratio^nal* Research' Service Award Act and specifically 
for the "function of the- NAS^ Cominittee under that Act. A • 
healthy tension exijsts between the NAS Committee and the . " 
Depcfrtment of HDV, by which^he American public -^s .benefit- 
ing, 1 sincirely hope that H.R, 10908 is enacted with *the 
many provisions that will strengthen the National ResArch ' 
Sej;^ice Awar'l Act of 1974 without weakening .it by u'ldiimining 
the role 'of the NAS Committee. 




Peter Barton Hutt 
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OAVID M. COLDCNaCRO. 8c^. MO. ^ 
CWCCUrtVC QlRKCrOR I 



K^rch 10, 1978^ . . 

* ■ ^ . 

Congressman Tim Lee Carter, M.D. y 
U.S. House of Representatives - , <■ ' ^ 

Washinston.D.C. 20515 • V 

Dear Congressman Carter: . • • 

^. Vojj are aware ^at the Ephralm KcDowell Community Cancer Network was 
Established as a^ancer center program. Including outreach control^ education, 
and research programs. In 1975. ^ Since then, we have developed local District 
Cancer Councils in half the Cotirionwealth of'Kentuckyi Instituted community-based 
and "directed tumor* conferences, established a statewide Cancer Hopellne for 
public Information, and revitalized the Oncer^reisearch activities at^the 
University of Kentucky. At the. present t1me,lthei Kentucky General Assembly ' 
Is considering a bill on cancer which would coordinate cancer activities — 
throughout the* state and provide Initial fundlng'at $ 1 million per year. 
I am pleased that I shared In the development of fhls cancer act. which 
has already passed the Kentucky House of Representatives by g> unanimous 
vote. These and many more activities to combat cancer In Kentucky have 
' emanated from sufiport we have received from the National Cancer Institute 
under, the existing National Cancer Act, and I feel confident that the strides 
we are making would not have been possible without this Act.' In addition to 
our activities in Kentucky* Vfe are a member of the Association of American ' * 
Cancer Instituted and of the Association of Community Cancer Centers. 

~L It Is for these reasons that I would like to urge you and your. colleagues 
In Csngress to support the renewal of. the National Cancer Act for a three- 
year period, and that the authorization amount for the cancer act Jie raised 
to at leasts 1.3 billion for- fiscal year 1979, $ 1.4 billion in^80,'jnd, 
S 1.5 billion for 1981. I would appreciate your including this letter In the 
hearings on HR 109D8. 

■ ^ ■ .. . . » 

[Sincerely,/ 

David H. Goldefberfl, Sc.D 
Executive Director 



NON'PHOriT OPCANIZATION POR CANCER CONTROL ^Ih^ CASTCIRN AND qENTRAU KENTUCKY 
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NORTHERN CAUFORNIA CANCER PROGRAM 



1801 Page Mill eido.B SulM^'zoO. Palo Alio, CA M304. (415) 497-743T~Slephen K. Carter M.D., DUeckr 

14arch l6, 1978 



:c\pj 



•'The_ Honorable Pete- N.^ McCloakey ' ^ . 
The*'Unit^d States House of Representatives 
305 Cr^t Avenue ' . . ' 

Palo Alto," CA 9U306 




Dear Mr. McCloskey: 



As* the director of the northern California Cancer Program and a member 
of t^e Board' of Directors of the Association of American Cancer Insti- 
tutes (AACI), we are writing to.you concerning HR IO908 relating to the 
renewal of the Cancer Act. The AACI represents* 70* cancer centers in the 
United States which have been mandated by the. Act. The Congress, the 
AACI, and the patient have a vital interest in their continued support. 

^- • • . ^ : 

Almost all the advances in cancer care over the pafit 25 years have 
originated in the cancer centers - the cure of childhood leukemia, of 
Hodgkins disease and other lymphomas, the cure of number of childhood 
.cancers, . and a successful adjuvant treatment of osteosarcoma and 'Sreast 
cancer ar» Just a few. The ci'eation of oiew centers , has provided a 
network of centers .across our country that makes these advances widely 
available to most patients. The centers are focuses of research excel- 
lence, of high quality patient core, of professional^education, and 
especially for community outreach. They have thus logically become the 
primary instruments for rapid technological transfer, of emerging infor- 
, raation for the diagnosis and management of/lSancefT^--«^__> 

Inflation, plus the dilution of available funds by the creation of new ^ 
centers,, has resulted in reduction of support for all centers. In a 
number of ceotersief fective programs in cahcer control, education, and 
clinical application of. research findings are being sharply curtailed. 
We, therefore, strongly urge that steps be token in'HR IO9O8 to guaran- 
tee. adequate financing to support centers at an effer.tive level. In ' 
this regard, we specifically recommend: * ■ ' * 

1) The Act be renewed for a three year period; 

^) The authorization amount for the Act be raised to $1.3 billion for 
fiscal^ year beginning October 1979; $l.U"billion for 198O; and ^1.5 
billion for I98I. - * 

■t- • . ■ " * ' ' . 

We respectfully request that this letter be placed in the hearings on HR 
10908. . ■ . - . , 



7 



Sincerely, 



:Ja 



Stephen 
Director 



Carter, M.D. 
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.•ORTHERN CALIFORNIA CANCER PROGRAM ■ 

l«01 P.o, Mill Rd . BWg.B Sunt MO. F«W Alio. CA W»4. (4IS| 4g;.7431 SUfl^ K. Cft- M B.. Di.i 



March 16, 1978 % | p 



The Honorable Ronnan Y. M^ineta 

The United Stat^ Ho use of H epresenta^lvea « 

12«*5 So«th Winchester ^ 

San' Jose, CA 95128 ' ' - V 

Dear Mr. Mineta: V» ^ 

* * ^ As the Directox* of the Northern California Cancer Frograa and a Bonber 
^f the Board of Directors of the Asscfciation of Aneric^ Cancer Insti- 
tutes (AACI), we are writing to you concerning KR 10908 relati)»g to the 
renewal of the Cancer Act. The AACI represents 76 cancer centos in the 
United States which have been nanflated by the Act. The'Congress, the 
AACI, and the patient have a vital interest in their 'continued support. 

Alttost all the advances in cancer care over the past 25 years have 
originated In the ftancer centers - the cure of childhood leukemia, of * 
Hodgkii)^ disease and other lywphoisas, the cure of number of childhood 
cancers, and a succe^ssful adjuvant treatnent of. osteosarcoma and breast 
cancer are Just a few. The creation of^eu centers has provide* a 
. network of centers across" our country that makes these advances/widely 
^^y^ . available to jnost patients. The centers are focuses' of researA excH^ 
lence, of high quality patient care, of »profes8ion^l educatftin, and ' 
especially fo7 cocsauniy outreach. They have thus logically become th* 
primary instruments fo/ rapid technological transfer, of^ energing infor- 
SAtion for the''*iagn<»i8 and management of cancer. ^ , ' 

Inflation, plus the dilution of available funds by the/creation of new 
centers, has resulted In reduction of support for all/centers j)' Iti a 
* ' number of centers effective pro-ams in cancer contMl, education, and 
clinical application of research findings are being shal^ly curtailed. 
We, therefore, strongly urge that steps be taken' in IO908 to guaran- 
tee/4dequate financing to support centers at an effective level. In " 
tMTs regard, we specifically recotmiend: 

1) TheOfrt be reneJed, for a three year period;. 

2) The \lthorl2atlon amount for the Act be raised to $1,3 billion for 

/ fiscil year beginning October 1979; $1,"* biUlon for I98O; ando$1.5 

^ billion for I98I. - , 

« . ; 109^3^*^ ^^"^^ request that this letter be placed in the^hearings on*HR 



Sincerely, 



Stephen K. Carter, M.D. 
Director 
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AMRHICAN \rEDlCAL ASSOCIATION 

S36 NORTH olAffBORN StNCET * CMi^AaO. UliNOli 606)0 • »»HON£ (3»2) 751 6000 • twrx Vl6 221 0300 



Su.ir.'Tsi:'' . 1978 



The •Honorabl% Pdul G. Rogers' 
Chairman. . ' . 

Subcoirnl ttee cn Health and Environment 
Conmittee or' interstate ond Foreign 

Commerce * 
United States K^se of Rrprescntatives » 

Washington, 0. Cl IcCIS ^ 

Dear CongrC/Sman Ro«;."r.»: v. 

The American Kedlcal Association submits the following comments 
on H.H. 10908» the Biomedical Research and' Research Training Amend- 
ments of lyyB. - ^ 

H.R. '^090B extends for three years the funding for support to^ 
medical libraries, the National Research Service Awards, the National 
Cancer Institute, and the National Heart, Lung, and Blood. Instjtute. 
In additiorr.. certain substantive amendments to these programs are ' 
also pi'oposed. . . I 

•\ 

The AMA believes that thes^e activltie^ have made, and wll^l 
continue to make, import:)nt contributions to professional education 
and to the health of our citizens. We suppcrt extending the funding 
for these activities for one year. 

The AMA strongly supports continued research into the causes 



we also recognize 
n. an essential part of 



treatment and prevention of cancer. Kowevei 
that research into other diseases must rema 

our total research effor't. Therefore, adeqJiate funding must be 
- maintained for ^1 the Institutes In recognition of the fact that 

the efforts of each Institute contribute sljgnl f icantly to the 
. .health of our citizens. We also believe tnat the emphasis In the 

Institutes sHould be more on fundamental biomedical research than 
^ appi ied research and the construction of additional facilities. 

We are pleased to see that the Director of the National 
Cancer Institute would be appointed by the Secretary rather than 
the President. We believe it is appropriate to put all Institutes 
on an equal footing. *^ 



We 3lso suggest that the service obi Igatlon for recipients of 
the National Research Service /Wards (NRSA) be changed. The law 
provides that Individuals v^o^recelve assistance should meet their' 
program obligations primarily l^y engaging In teaching cr research. 
It Is Inapproprlatetp-provlde that NRSA obligations could be met by 
service in-^e^atlonal Health Service CoVps, In a. designated area 
In private practice or In an HMO. These alternatives to service In 
, teaching or research do not appropriately relate to the purposes of 
the program and, in our opinion, should be discontinued.-:' 

We request that these comments supporting ^-one-9ear extension 
of the above programs, with recommended changes'rbc made part of the 
•Subcownlttee's official hearings records. 



Sincerely, ^ 
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"STX I he rtNTIUl foil THE lUMUTII J^IIACKS 

' ^ rnrch 28, 197i; . . : 

\ ■ . • ■ ' . 

'loroTflble C.'cTcc Zrz-.m^ Jr. ' 
'•r»jr,c of "trrt.r.cnrr.tlves 

r.jficc r.-i:din.^ . • ' . 

--c.-.r "r.^rrf-n: V 

.-.s'^r jrcc'-.er of the ICU-. Joncson Cororehtnsivc Canctr Center. I an vritlng\o 
yoi ccncvrnlns HR 1090S vMch relator to the renewal of the rTntlonfll Cancer 
:.ct. The Jens son Ccntc-r Is one of nineteen fcderally-^esIcnntctL "Cor-pTehensive 
Cancer , Centers In the United States, and as such has a vital interest In thc-Ir 
con; ir.c^d support. Alrost nil the advances In cancer care ovtr tV%ast 25 years 
h .vc >r{rl:..ncd In t^jftse., z& well as other "speclalUcd Ca^^cer Ctntcra" - the 
fiiru PI i:ri-,:>od leul.bi:la, ^odc^■lns dlc6ase and other ly-. -.^^o-^Si the. carts- 
of '...-r of ot'-.er chi-JdhPod' cmtcurs, and a sitccersful .»ijuv.-nt trcatrcnt of 

ost --V M... -1 r.d hrcast cmc^r are just a fw, VJie crontlo.n of tx<^ ccntcrs^\ 
In .1 l:M:.:v'r of Ivc-rsl t li--s \.7S i-ryvlded a" ii-.H/ork of ctiiicrs across our country 
t|;Tt . ::.-s t*. ".0 n^v-,nres \.(dply ,iv.t1 I.'«ble to.r.fjst pftlvnts. .:'orcover, hccause 
t:-.t-.o c''^Xc\-% ..ro foci of r. ..crch ex-icll/ nco , of hlrh quality of. pet lent c^re, 
rr.d pf »..: ^•;.fc'n for li e pror^islon, ond eKp.-iclally' for'torjiunlty outreach, ■ 
they I,..\u N tMre t'.e ,->r:: -.ry i!?stnir...'nts Tor rapid techr.oloElcnl transfer of 
<rcrj;lnG Inf. .•; .itJon for the Tilflj^, sis and ri^nagorcnt of cancer. ) 

Ijiflulon p!«:s the dilution of available funds by the creStlon of new Centers has 
resulted In a ro^yctloir of support for nost existing centers* In a nunber^of 
. cuntc-rs, f.ffLCtlye prograna 1ft cancer control, education and clinical application 
of rr.ir.uch findings arc beinc sharply curtailed.. We vould stri»nsly jjfcc that. • 
Jn V'Ts 1090S stftps arc tatcn to support c^ntcfs at a highly c-f feet Ive/ level 
Th -.Ms r.?t;ard, we'^bpeclflcally recorjr.ond (I) the rational Cancer Act. be r 



for a thrrc year pt-rlod and (2) the authorisation anoun't for the ^.'atlonal Cancer 
/,rt I'o t.Tlspd to SI. 3 trillion for fiscal yt>ar bf2iBnJ,nn "'<:»^o' »f- 15119; $1.4 bllll* 



193^: a:»d Si. 5 billion for 1981 



rcncved 
lancer 
billion 



lor 



c at this Ccntc-r respectfully request that this letter be placed In the hearlnes 
on 1^R 10908. ' * 

g SJnr^rely, 



Mchird J. Stockel, M.D. 
I)lvector • . 

LCLA..Ton<;sen Comprehensive Cinc«r Conter 
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UCLA CANCn CENTtM 

* . THS avmui roR THX kxalth ictxNcau 

. UM ANCKtlS. CAUrORNIA MOM « 

/ — " Mircfi 28, 1978 * 

/ ■! ■ ■ - ■ -■ ■■ 

HonorsSlB Henry Uaxvan 

HouBB of RaprescntBtlvei 

HouBB Of f ics! Building ' * 

UaBhington', D,C. 20515 

■ 1 " m : . / 

D«ar Mr. W«x»«n: • ' ^ 

* < * ' . - ■ . . ■ - " v.. 

M Diractor of ths VCLA Jonsson Conprehcaslve Canctr Ccnteri I n vrltlng to ' 
70U concBmlng RR 10908 which rBlstcs to th< rinowal of the Hatlonal Cancsr 
, Act. The JonsBon Center is one of nlneteen-fetlerally-^eBlgDated "Conprehenelve 
Cancer Center*** in theUnited Statee, end aa auch^-hae a vital intereat in their- 
continued ^usport. kXMout all the -advancea In cancer care over the paet 25 yeara';. 
heve originated In theae, aa well aa othcr **apccialized Cancer Centera** '- the'" 
cure of childhood leukcaie, Hodgkine diaeaae and other lymphomaa, the cures 
of a number o( other childhood cancera, and a succcaaful adjuvant treatment of 
oateoaarcoM and breeaCcancalr are Juat a few. The creation of new centere 
in a nuabar of uhivaraitiea' haa provided a network^of centere acroaa our country 
that nakea thet>e advancea widely available to noat patlenta. Horeover, bcceuae 
they, have become the primary Inatrumenta for repid technological trenafer of 
emerging Information for -the dlagnoaia and management of cancer^ : > 

Inflation plua the dilution of^ available funda by the creation of new centere haa 
■raiulted in a reduction of aupport for moat existing centera. In a number of 
ceiitifcra, affective programs in* cancer control, education and clinical application, 
of research findings are being aharply curtailed. We would strongly urge that ^ 
in HR 1090ft step a are taken to aupport centera at a highly effective level. 
In thia regard, we apecifically racommand.Cl) the Hetional dancer Act be'senewed 
for a three yefr period and (2) the authorization amount- for the Kational Cancer 
Act be ralsc<I to $1.3 billion for fiscal ycsr beginning October 1979; $1.4 billion 
1980; end $1.5 billion f^r 1981. • ' 

We at this Csnter rcaopctfully request that thia. letter be pl^cd in the hearinga 
on KR 10908. 

' Sincerialy, 



Richard J. Steckel, M.D.' 

Director . 

tlClA Joneson Conprehenaiva Cancer Centc 



,RJS/jah 
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UCLA CANCEH CENTXM 

TllE CKMTEn rOR THE HEALTH SC1CNCXS 
LOS ANGELES. CAUFORNU 90024 




-llarch 28, 1978 

Honorable Janes Gorman 9 

■ House of Representatives 
House Office Building y 
Washington, D.C. '20515 

Dear Mr. CoTnan: ■'^ 

A> Director of the UCLA Jonsson CompT'ehej>sive Ca-ncer Center, I am, writing to 
_you^concerning HR 10908 which jrelates ^o the renewal of the National Cancer 
Act. The Jonsson Center is one of nineteen federally-designated "Comprehensive 
Cancer Centers" in the United States, and as such has a vital interest in their , 
continued support. Almost all the advances in cancer care over the past ''25 years 
have originated in these, as well as other "specialized Cancer Centers'* ~ the > 
cure of childhood leukemia, l^odgkins disease and other;tl)>mphonuis, the cures 
of a number of dther chiltjhood cancers, and* a successful adjuvant treatment of 
osteosarcon>a and breast cancer are Just a few. The creation of new centers 
in' a number of iiniverisities has provided a network of centers across our country 
that makes these advances widely available to most patients. Moreover/ because ' 
these center's are foci of research excellence, of high quality of patient'' care, 

■ and of education for the profession, and especially for community outreach,, 
they have becone the primary instruments for rapid technological transfer oik 
emerf.ing information for the diagnosis and ro,inageaeDt of cancer* >>v 

Inflation plus the dilution of available funds by the creation of new centers hasN 
resulted in a reduction of support for'most existing centers. In a number of 
centers, effective programs in cancer control, education and clinical application 
of research^f indings are being sharply curtailed'. We would strongly urge that' 
in HR 10908 steps are taken to support centers at a highly^ effective level. 
In this regard, we specifically recommend, (1) the Kational Cancer Act be renewed 
for a three year period and (2) the authorizat'ion amount for the National Cancer 
Act be raised to $1.3 billion for fiscal year beginning P9tober 1979; $1.4 hillion, 
1980; and $l^billio'n for 1981. 

Ue at this Center respectfully request that thislletter be placed in the hearings 
on HR 10908. 

/r Sincerely,' 

Richard J. Steckcl, M.D. "' \ 

Director 1 
UCLA Jonsson Comprehensive Cancer Center 

RJS/jmh . . ■ . ^ 

[Whereupon, at 11:50 a.m., the subcommittee adjourned.]' 

^ O . ^ 
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